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THE UNIVERSITY 
l OF KANSAS HOSPITAL 

Trauma Services Administration KUMED 

October 7,2005 

TO: Jerry Men&of& JD, MD 
Chairman, Human Subjects Committee 

RE: HSC 9723 
Protocol: RTBSE- ‘L 1 -(IV) 

We have conducted meetings with Public officials in Wyandotte, Johnson, Douglas and 
Leavenworth County. We have conducted Community meetings in Wyandotte, Johnson 
and Leavenworth County. We have presented at the Medical Societies in Wyandotte and 
Johnson County and a vote of approval was received to move forward. We have received 
approval Tom the BMS system in all Counties. 

. . 

----.-- .-_____ We are aslGG,ZfiFf%l approval~fo~thFFab~feFeI%%d~tcrcol~Weare-ashing-for-----------~ ---.-. 

0 
final approval in Wyandotte and Leavenworth Counties. On October 13 The Johnson 
County Commission will revisit the subject of Polyheme specific to the response received 
at the Johnson County Community Meeting. We are asking for final approval after this 
meeting. We would like final approval for Douglas County after the Community meeting 
on October 10. 

..-.. - _--- _-,_ - _- . .._ .- 

Sincerely, ’ 

Michael Moncure MD 
Principal Jnvestigat:or 
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Pol.yheme Public Presentations 
Date 

Summary of Questions/Comments at Community Meetings 

Dr. Moncure and his research team presented the Polyheme study at each of the meetings listed. 
An HRPP representative attended each meeting. Presentations included the information 
approved by HSC regarding the study design, risk and potential benefits of Polyheme, FDA 
permission to conduct the study without prior informed consent, and the mechanism to opt-out. 
When the presentation was made to govemment officials or community leaders, their input was 
sought on how best to disseminate information to their citizens. 

Questions from attende,es included the following topics: 
l Clarification on inclusion criteria, proposed start date and length of the study 
l Clarification on randomization 
l History and results of prior studies 
l Clarification that study personnel will attempt to contact family members 
l Shelf-life of Polyheme 
l Clarification on standard care at the scene of the trauma 

. 
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0 Concern that study administration would not prolong “scene time” for the EMS 
l Rationale fim  conducting the study only at KUMC 
0 Potential for use in the m ilitary 
0 Impact of Polyheme on a person’s ability to remain a blood donor or organ donor 
l Cost of Polyheme in the study and projected cost of Polyheme in the future 
l T imetable for FDA approval 
l Position of Jehovah’s W itnesses 

Strong support was expressed in each meeting with government officials or community leaders. 
O ffcicials based their support most heavily on whether their EMS service favored the project and 
whether the medical society for the county was supportive. Government officials were helpful in 
offering guidance on reaching their constituents. Among the Wyandotte County and Johnson 
County commissions, one commissioner at each meeting raised the question of liability for the 
county if their EMS participated. KUMC personnel clarified that the study contract indemnifies 
the EMS. In Leavenworth County, one commissioner raised the question of liability for the 
county if only some but not all trauma victims received the potentially life-saving product, 

.._-___ -__ ---- -..-i-P------- ---__ -- --- 

0  

Page 2 of 2 Submitted by Karen Blackwell, 10/l l/O5 



Media Releases and Contacts on the Polyheme Study 

Newspaper 
The research team has submitted copies off various newspaper articles about the Polyheme 
study. The HSC office is maintaining a copy of the articles. They include the following 
newspapers: 

Kansas City Star 
Kansas City Kansan 
Lawrence Journal World (2 articles) 
Johnson County Sun (2 articles) 
The Rosedalian Newsletter 
Leavenworth Times (Z! articles) 
The Chieftain, Bonner Springs 

Television 
All major television stations discussed the study on August 1,2005 following the media event 
@at was heid at the KCK fire station. The HSC office has a CD-Rom that contains all the 
television clips. 

Outreach contacts: phone calls and follow-up Iettters 
Jehovah’s Witness congregations: Congregations at Indian Creek, Chelsea Heights, Coronado 
Hills, Indian Springs, Merriam, Overland Park, Roeland Park, Shawnee Mission, Overland Park 
Spanish and Indian Creek Spanish. - 

Archdiocese of Kansas City, Kansas, Public Affairs Office 

El Centro: Ian Bautista and Susan Garrett (Spanish versions of Q&A and media release) 

Church of the Resurrection 

African American Newspapers: The Call and the Kansas City Globe 

Hispanic newspaper DOS Mundos (Spanish versions of Q&A and media release) 

State Representative Valdenia Winn 

Reverend Jimmie Banks, President of the KCK Baptist Ministers Union 

Rotary Clubs in Johnson, Wyandotte and Leavenworth Counties 



Print Ads 
Wvandotte Countv Ad 
Kansas City Kansan/Wyandotte County Shopper-The ad ran 9/17 
Banner Springs Chieftan--Unable to get in paper, but ran meeting notice on web site all 
week and they get over 7,000 hits per day. It’s on their front page to the right of the page, 
you click on the black box. 
Kansas City Star Metro section announcement ran 9/l 7 
Kansas City Star Wyandotte County tabloid-The ad ran 9/21 

Johnson Countv Ad 
Johnson Counfy Sun-In 9L22 edition 
Kansas City Star Johnson County tabloids-in 9/17 editions 

Radio Ads 
Spots ran on the following stations: 
KPRS 
KMJK 
KPRT 
KGGN 

a 



slala3eJq s &J!lle]o) ‘IsanbaJ aU0 1 
L 
1 

slala3eJq 6 6U!lle)OI ‘qsanbaJ Jno j P 
slalaawq z Jo) IsanbaJ au0 c 

I. 
slalaDwq E 614lpqo~ ‘qsanbaJ OML Z 
%alaaeJq E 1 Guillelol ‘slsanbaJ x!s 9 

c 

sla(aXJq QE Gujllelq ‘sW&baJ UaAalq 
L 
11 

ow ‘PuowY3!kl 
ow ‘xww3 wai 
oyu ‘aauapuadapu( 

ow 3n 
S)I ‘Wed Puelaotl. 

sn ‘enJw0 
sn ‘awl0 

S)I ‘Iled PueiJaAo 
sn ‘wdw 

sy ‘alxouefiuol 
sn ‘43 sesuey 

1 . 0 “P I. 
paypads ioN SQ-QP SP-9Z SJA sz Japun 

.Z Z 0 Z 
pay!Dads ION ‘WV ueqJ&/ ue!pul *WV ue!seane=) 

Z P 

ww alewaj 

I- Z 01 0 
ads ION 99-W 
Z I. 
ads ION ‘WV UqJJ~ 

SP - sz. 

1 
ue!pul *WV 

9 

ww 

SJ~ ST Jwun 
6 

uelsecme=) 

L 
alewa j 

Aprils ayl aulyoaans sasuoasaa 

-Molaq uo!Ielnqel yoddns ION,, au u! paWno SeM asuodsaJ Jaq !A11 ’ ej Jaq JO llaslaq JO~ IOU vq ‘hoau u( dpnls aql pauoddns uoslad auo+ 
“r 

Q=ON 8~ = =A Lt(pnv ayl u! Jaq/tyjq luem noA plnom ‘paJn!ul aJaM laqwaw hIwe e 41 y7 
Q=ON EC = =A LhpnIS 40 ad& s!y] u! )nd aq 01 )ue~ no& plnoM ‘paJnfu! aJaM noA 41 ‘E 
S=“N *PC = =A LApnts e qctns voddns nor( plnoM ‘z 
O=ON 6C = =A :Apn]s s!q~ u! quaRed 01 suaddeq IeqM puelsJapun noA oa ‘1 

:saSUOdSaJ pall!wqns suosJad uaqau!N *suol]senb Jnod JaMsue 01 Ayn)loddo cylqnd aq) paJa&o agsqam awa&Qod aql 

3wmi ayq 01 suo!ss!urqns 



Comments on Polyheme submitted via the KUMC Website 

1. This is an ethical disgrace to the human race as well as an exploitation of a legal 
loophole. Nice to know that the difference between myself and a lab rat is now a 
bracelet. What exactly makes this product exempt from traditional voluntary studies? 
It seems as if Northfield is willing to violate humans while in a most vulnerable state 
in order to save a few dollars on voluntary clinical studies. This in itself definitely 
makes me question the ethics of this company. I am deeply disturbed by the actions 
of NorWield and Kansas University Medical Center as’well as the other facilities 
willing to put their local community at risk. Lucky for me I happened to catch the 
brief local news reel on the subject. But what about the unsuspecting people, the 
people who missed the “meetings” and news briefs? I guess that’s their own fault and 
they deserve any side effects or adverse complications of the product injected in them 
while unconsc~ious. Needless to say I will never trust KU Med Center with my life. 

2. I am a nurse and have worked trauma. I think this will be a great asset for trauma pts. 
I hope this study is a success! 

3. I read the article re PolyHeme in the KC Star. I do believe the product will prove to 
be a benefit to society in the long run. Still, I choose to “opt out’ of your program 
should the nee:d for it come about. I am a regular whole b~dEiGEd%ill not mk 

l . compromising my donations. The risk would be how it might affect future donations 
which, as I understand, you cannot guarantee over the next 15-20 years. My family is 
aware of my d.ecision. I am requesting one of your blue bracelets to let emergency 
workers know of my decision also. I spend a great deal of time on the road between 
KC and Scranton (south of Topeka), an area included in your study. 

4. Participation in any study should be voluntary. It is unethical to give a patient 
unproven treatment without giving the patient the chance to consider the risks. Those 
who would like to participate in this study should be allowed to “opt in” by wearing a 
bracelet not the other way around. The inability to say “no” should not be taken as a 
blanket “yes”. 

5. It is my understanding that because I am resident of Missouri I am ineligible for this 
study which is; unfortunate. I drive to Kansas every day of the business week and I 
wish I had the opportunity to receive Polyheme should I be involved in a trauma. 
Thank you. 

6. It seems odd to have to wear a permanent wrist band to opt out of the study. This 
reduces the number of people who really do not wish to participate from being able to 
decline, as very few would want to wear the wristbands. Perhaps you could also let 
family members at the scene say no to the study as well, in a sort of quick informed 
consent. 

7. I find it very disturbing to use emergency patients in a clinical study. Since you 
already acknowledge it is likely consent cannot be given, the trial takes on a quality 
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that is dangerously close to human experiments against the will of the person. What 
is the standard you will use to determine consent was not possible? Is it only if the 
person is unconscious? What do you do if you know the blood substitute will save 
the person, but instead you use saline to keep up the scientific study? What do you 
call someone who dies in this manner? Killed? I think you should allow people to 
opt in to the blood substitute by wearing a microchip which you could carry without 
remembering. A wristband can be forgotten. What about children? Do they have 
the ability to consent or not. Are children likely to remove wristbands without 
thinking of the consequences. Beside, many children already wear bands for various 
causes. An opt out band might be socially unacceptable to children (peer pressure) 
and be “lost” often. What about the practice of providing the best care possible? 
How will the paramedic decide to use the polyheme? If I were a paramedic, I would 
be very uncomfortable knowing I was experimenting on seriously injured people. 
Can a paramedic opt out if their personal beliefs are challenged by this study? I really 
am not at all in favor of what you are doing to further your understanding of the blood 
substitute. . 

8. From what I’ve read, this product would be very beneficiaI if I ever need it. I would 
readily enter into this study. --. 
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Study tests .artificial blood withoutpatient consent 
Friday, February 20,2004t 

Chicago - Paramedics are testing an experimental blood substitute on severely injured patients without 
their consent in an unusual study under way or proposed at 20 hospitals around the country. 

The study was launched last month in Denver and follows similar research that was halted in 1998, 
when more than 20 patients died after getting a different experimental blood substitute. 

Supporters say the current product, PolyHeme, made by Northfield Laboratories of Evanston, Ill., is 
safer and could save rney of the nearly 100,000 people who die of bleeding injuries each year 
nationwide. - 

“It could revolutionize how we take care of resuscitation in the United States and across the world,” said 
lead investigator Dr. Ernest Moore, chief of trauma surgery at Denver Health Medical Center. 

-The-~esearch_is~~of_a.rac~~~~~~d~c~ors-ca~~~hoI~~~il-o~m~rgenc~m~dicine:_a_prod.- 
that works like human blood to save victims of car crashes, shootings or other trauma but couId be 

l carried in ambulances and given to people of any blood type. 

Patients will be randomly selected to receive PolyHeme intravenously or standard saline solution at the 
scene or en route to the hospital. 

Because severely bleeding trauma patients often are unconscious or in shock, they tie unable to give the 
consent required for experimental treatment. As a result, the researchers in this case are being allowed to 
bypass the consent rules under a 1996 federal exemption that applies to emergency, potentially 
lifesaving research. 

The exemption requires the research to be publicized beforehand in communities where the study will be 
conducted, both to let people opt out if they are ever injured and to give the community a chance to 
express any objections. In effect, the community briefings are used to obtain consent. 

The Food and Drug Administration has approved about 15 such no-consent studies since the exemption 
was added. 

University of Pennsylvania bioethicist Dr. Jason Karlawish said there was nothing unethical about the 
concept. 

Some patients’ rights advocates disagreed, especially considering the deaths in the earlier study of 
emergency room patients given a Baxter Healthcare blood substitute. 

a The study “is another one along that slippery slope that’s essentially demolishing your individual right 
not to become experimenlal subjects unless we give prior, voluntary, informed, comprehending 
consent,” said Vera Sharav, president of the New York-based Alliance for Human Research Protection, 
a group concerned with the safety of the millions of Americans who participate in medical research each 



Study tests artificial blood without patient consent Page 2 of 2 

year. 

Baxter has said there was no proof its product caused the deaths; a spokeswoman said it had abandoned 
research into a blood subs~titute. 

The centers where the PolyHeme study is under way or proposed include the University of Texas 
Medical School in Houston; Loyola University Medical Center in Maywood, Ill.; Mayo Clinic in 
Rochester, Mixm.; and Re,gional Medical Center in Memphis, Term. Northfield Laboratories would not 
disclose the names of the other participating hospitals. 
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The University of Kansas Medical Center 
Campus News 

GENERAL INFORMATION 
The University of Kansas Hospital Seeks Community Input to Study Investigational Temporary Red 
Blood Cell Substitute in Trauma Patients. Landmark Clinical Study: Treatment to Begin at Scene of 
Injury 
Jul 30, 2005, 18:00 

See: KUMC PolvHeme@ welm 

KANSAS CITY, Kan.- The llnlversity of Kansas Hospital is one of a select number of Level I trauma centers in 
the U.S. chosen to partlcipalte in a groundbreaking national clinical trial to evaluate the safety and efficacy of 
PolyHeme@, a temporary oxygen-carrying red blood cell substitute, in treating critically injured and bleeding 
patients. Under the study protocol, treatment would begin before arrival at the hospltal, either at the scene of 
the injury or in the ambulance, and continue during a 12-hour post injury period in the hospital. 

During this study Polyheme@ is compared to standard of care; saline (salt water) in the pre-hospital setting 
and blood in the hospital. 

At the site of the injury, half of the subjects (like flipping a coin) receive Polyheme@, half receive standard 
care (saline). It is given by emergency medical personnel before reaching the hospital (may be up to 60 
minutes). 

Upon arrival to the emergency room, subjects receive Polyheme@ or standard care (blood). Subjects that 
received Polyheme@ at the emergency site continue to receive Polyheme@ in the hospital instead of standard 
care (blood). PolyHeme@ is given for up to 12 hours or 6 units of PolyHeme. Standard care (blood) will be 
given (if needed) after 12 hours or 6 units of PolyHeme @. Patients who originally receive the saline solution 
in the field will receive standard care (blood) upon arrival to the emergency room (standard of care). 

The study will compare the survival rate of patients receiving PolyHeme to that of patients who receive the 
current standard of care, which is saline solution followed, in the hospital, by donated blood, when needed. 

“We are excited about this groundbreaking clinical trial,” commented Michael Moncure, M.D., the principal 
investigator. “Trauma-related injurles are a leading cause of death among Americans under 45 years old, 
according to the CDC’s National Center for Injury Prevention and Control. In fact, almost one in five trauma 
patients die from their injuries. If we can begin to treat these patients very early with an oxygen-carrying 
solution and keep their hemloglobin levels up, we may see more survivors,” Moncure added. 

Because the patients eligible for this study are unlikely to be able to provide prospective informed consent due 
to the extent and nature of their injuries, the study will be conducted under federal regulations that allow for 
clinical research in emergency settings using an exception from the requirement for informed consent. These 
federal regulations require the hospital and KUMC to conduct community meetings to inform the public about 
plans for the study and solicit public comment prior to institutional approval. Public meetings are currently 
being scheduled, and hospital. 

Use of this provision in a study protocol is granted by the Institutional Review Board (IRB) responsible for the 
initial and continuing review and approval of the research study. Such a decision is based on the flnding and 
documentation that, among:st other things, patients are in a life-threatening situation requiring emergency 
medical intervention, currently available treatments are unproven or unsatisfactory, obtaining informed 
consent is not feasible, potential risks are reasonable in relatlon to what is known of the condition, 
participation in the study could provide a direct benefit to the patients enrolled, and the research could not be 
practicably conducted without an exception from informed consent requirements. 

The treatment under study, PoiyHemeO, is a universally compatible, immediately available, oxygen-carrying 
resuscitative fluid designed ‘for use in urgent blood loss when blood is not immediately available and following 
in the hospital where blood is available but is not necessarily free of certain side effects, It has been studied in 
trauma trials in the hospital setting. PolyHeme is manufactured by Northfield Laboratories Inc., of Evanston, 
Illinois. 

If someone in the community would like to be excluded from participating in this study, an “opt out” wristband 
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will be provided at no cost. If someone in the community is involved in a trauma and they are wearing the 
wristband they will not be placed in the study. Information regarding how to obtain the “opt out” wristband 
will be available on the KU *websites: httr,://www kumc.edu/ooivheme/ and www.kumed.com or by calling the 
study coordinator, Suzanne Porras, R.N. at 913-588-3005. 

Members of the Jehovah’s Witness faith will most likely want to opt out of this study. Opt out wristbands will 
be provided to all of the Jehovah’s Witness community leaders in the Kansas City metro area. 

If you have questions about the rights of research patients, please call the University of Kansas Medical Center 
Human Subjects Committee at (913) 588-1240. 

Northfield Laboratories is a leading developer of a temporary oxygen-carrying red blood cell substitute. Its 
product, PolyHeme, has been rapidly infused in clinical trials in sufficiently large quantities to be considered 
well tolerated and may be useful in the treatment of large volume blood loss in trauma and surgical settings. 
PolyHeme requires no cross matching, making it compatible with ail blood types, and available immediately 
and has a shelf life of over 12 months. 

0 Copyright, The University of Kansas Medical Center 
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HELP WHERE IT’S NEEDED ’ 
Kansas-side ambulance Crews will use the blood substitute PolyHeme 

in tests of a product designed to atd trauma victims far from a hospital 
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TheKansasCityChannekom 
KUMed To Test Synthetit: Blood On 
Trauma Patients 

PolyHeme Research To Begin In October 

POSTED: 494 pm CDT August 1,200s 
UPDATED: 6:40 pm CDT AUglJSt 1, 2005 

KANSAS CITY, Kan. -- Doctors say a blood substitute in 
Kansas ambulances could help save lives, KMBC’s Dan 
Weinbaum reported Monday. 

The University of Kansas Medical Center has joined other 
level-one trauma hospitatls across the country in testing the 
safety and effectiveness of PolyHeme. The synthetic blood 
will be used on trauma patients and its effects will be 
studied. 

Medical officials said PolyHeme can deliver much-needed 
oxygen into the bloodstream. Researchers said the product 
is especially useful by paramedics because the synthetic blood is compatible with everyone. 

The product is waiting on full approval from the Food and Drug Administration and is still in the 
research stage, officials said. PolyHeme has been used at other trauma hospitals for several years. 

KUMed’s Dr. Dennis Allin said about 10 percent of the hospital’s trauma patients would be eligible to 
use PolyHeme. The patients will be chosen at random. 

Federal regulations allow medical personnel to administer PolyHeme without consent, but Kansas 
researchers said patients can choose to be removed from the study. 

KUMed is planning several public meetings in the upcoming months to explain the research. Paramedics 
will begin using PolyHeme in October. 

Web Links: 

l KUMed 
l PolyHeme 

Copyright 2005 by TheK’ansasCityChanneLcom. All rights reserved. This material may not be published, 
braadwst, rewritten or redistributed. 
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to Study Investigational Temporary Red Blood Cell 

Substitute in Trauma Patients 
Landmark Clinical Study: Treatment to Begin at Scene of Injury 

.- 

a 

K&GAS CT, Ran.- The University of Kansas Hospital is one of a select number of Level I .-.. ,. . ._ -... -.. ..- --- -.-_. --- . ._- -.--_ . _. ,._. . ,. ____. _ __ _.. . _ ____.______ _ ___._.__ _ ._.,_ _, ___ ____ _ _ . . 
trauma centers in the ZJS. chosen to participate in a groundbreaking national clinical trial to 
evaluate the safety and efficacy of PolyHeme@, a temporary oxygen-carrying red’blood cell 

substitute, in treating critically injured and bleeding patients. Under the study protocol, treatment 

would begin before arrival at the hospital, either at the scene of the injury or in the ambulance, 

and continue during a :12-hour post injury period in the hospital. 
During this study Polyhemem is compared to standard of care, saline (salt water) in the 

pre-hospital setting and blood in the hospital. 
At the site of the injury, half of the subjects (like flipping a coin) receive Polyheme@, 

half receive standard care (saline). It is given by emergency medical personnel before reaching 
the hospital (may be up to 60 minutes). 

Upon arrival to the emergency room, subjects receive PolyhemeB or standard care 
(blood). Subjects that received Polyheme@ at the emergency site continue to receive Polyheme@ 

in the hospital instead of standard care (blood). PoIyHeme@ is given for up to 12 hours or 6 units 

of PolyHeme. Standard care (blood) will be given (if needed) after 12 hours or 6 units of 

PolyHeme @. Patients who originally receive the saline solution in the fieId will receive standard 

care (blood) upon arrival to the emergency room (standard of care). 
--more-- 
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The study will compare the survival rate of patients receiving PolyHeme to that of 
patients who receive the current standard of care, which is saline solution followed, in the 
hospital, by donated blood, when needed. 

“We are excited about this groundbreaking clinicaI trial,” commented Michael Moncure, 
M.D., the principal investigator. “Trauma-related injuries are a leading cause of death among 

Americans under 45 years old, according to the CDC’s National Center for Injury Prevention and 
Control. In fact, almost one in five trauma patients die from their injuries. If we can begin to treat 

- -..---. - these patientsvery early with an.oxygen-canying-solution- and- keep their hemoglobin levels- up, -.- -- 

l wg: may see more survivors,” Moncure added. 

Because the patients eligible for this study are unlikely to be able to provide prospective 
informed consent due to the extent and nature of their injuries, the study will be conducted under . 
federal regulations that allow for cIinicaI research i.u emergency settings using an exception from 

the requirement for informed consent. These federal regulations require the hospital and KUMC 

to conduct community meetings to inform the public about plans for the study and solicit public 

comment prior to institutional approval. Public meetings are cu’irently being scheduled, and 
hospital. 

Use of this pro,vision in a study protocol is granted by the lnstitutionaI Review Board 
(lRB) responsible for the initiaI and con&ring review and approval of the research study. such a 
decision is based on the finding and documentation that, amongst other things, patients are in a 
life-threatening situation requiring emergency medical iutervention,.currently available 

treatments are unproven or unsatisfactory, obtaining informed consent is not feasible, potential 
risks are reasonable in relation to what is known of the condition, participation in the study could 

provide a direct benefit to the patients enrolled, and the research could not be practicably 

conducted without au exception from informed consent requirements. 

- 

--more-- 
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The treatment under study, PolyHemeB, is a universally compatible, immediately 

available, oxygen-catrying resuscitative fluid designed for use in urgent blood loss when blood is 
not immediately available and following in the hospital where blood is available but is not 
necessarily free of certain side effects. It has been studied in trauma trials in the hospital setting. 
PoIyHeme is manufactured by Northfield Laboratories Inc., of Evanston, Illinois. 

If someone in the community would like to be excluded from participating in this study, 

an “opt out” wristband will be provided at no cost. If someone in the community is involved in a 
-----------trauma .a& theyare wearing-thewristband-they- will-not be- plod-~-the-study,lnformation- ..- - .-.-----. 

a 
regarding how to obtain the “opt out” wristband will be available on the KU websites: 
htto://www.kumc.edt~nolvheme/ and wwwkumedcom or by calling the study coordinator, 
Suzanne Porras, EN. at 913-588-3005. 

Members of the Jehovah’s Witness faith will most likely want to opt out of this study. 
Opt out wristbands will be provided to all of the Jehovah’s Witness community leaders in the 

Kansas City metro area. 
If you have questions about the rights of research patients, please call the University of 

Kansas Medical Center Human Subjects Committee at (913) 588-1240. 
Northfield Laboratories is a leading developer of a temporary oxygen-carrying red blood 

cell substitute. Its product, PolyHeme, has been rapidly infused in clinical trials in sufficiently 
large quantities to be considered well tolerated and may be useful in the treatment of large 

volume blood loss in trauma and surgical settings. PolyHeme requires no cross matching, 

making it compatible with all blood types, and available immediately and has a shelf life of over 

12 months. 
#Y# 
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,The University of Kansas Hospital and the 
Region’s Only Nationally Accredited Level I Trauma Center 

KANSAS CITY, Kan.-- Since 1980, The University of Kansas Hospital has been home to the 
regionally only nationally accredited Level I Trauma Center. The accreditation comes after an 
extensive review by the American College of Surgeons (ACS) and is the highest level any 

--- --- . __---. ---_- - 
trauma program in the country can achieve. 

The ACS Level 1 rating has been awarded to only 103 trauma programs in the country, 

and differs from the status designated by some individual states. It can take from one to two 

years and multiple on-site reviews by a team of ACS inspectors to achieve this status. Only after 
meeting hundreds of demanding criteria is a trauma program awarded this distinction. The 
University of Kansas HoqktaI trauma programs treats more than 1,300 patients per year, 

Most emergency departments have a number of doctors on duty and others on call. But at 
the Level I Trauma Center at The University of Kansas Hospital, the trauma team includes board 
certified surgeons, emergency medicine physicians, nurses, anesthesiologists, blood bank, X-ray, 
laboratory and respiratory personnel and other highly trained specialists that can be assembled in 
minutes to start treatment the moment a patient arrives 

Under the direction of Michael Moncure, MD, the trauma program will continue its 
participation in various research activities. Trauma program staff members will also continue to 

offer public education, injury prevention programs and other activities that are designed to make 

the community safer. A.s a teaching facility, The University of Kansas Hospital’s trauma 
program will continue training medical students and residents how to treat injured patients. 

--more-- 
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“Our community deserves the highest quality of care to be immediately available,” 

Moncure said “KU Med’s trauma program has met the rigorous criteria set by the American 

College of Surgeons and is on the same level as the very best hospitals inthe country.” 
The University of Kansas Hospital is the region’s premier academic medical center, 

providing a full range of care. The hospital was founded in 1906 and was removed from the 
University of Kansas system to be governed by an independent Authority Board in 1998. Since 

thenthei~~~x~~~~~evels-ofpatientvole~patientsatisfacti 

stab&y. The hospital is afE.liated with the University of Kansas Schools of Medicine, Nursing 
and Allied Health, and their various leading edge research projects. 

The constantly growing facility coma&s more than 470 staffed beds and serves nearly 

19,000 inpatients annually. Among The University of Kansas Hospital’s key clinical strengths 
are a comprehensive heart program, an interdisciphmuy cancer program and a leading 

neuroscience program. Construction is currently underway at the hospital on the 238,Oi)O- 

square-foot Center for .Advanced Heart Care, which will house inpatient and outpatient heart care 

when it opens in 2006. 

### 
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Questions and Answers 
PolyHeme@ Trauma Trial 

KANSAS CITY, Ran.- Investigators for the PolyHeme@ trial at The University of Kansas 

Hospital and The University of Kansas Medical Center have prepared this Question and Answer 

-------@uidetrrassist irrthe-un&rst.andingof the-project. _--_-_-_ 

Why is this study being conducted? 

To evaluate the safety and efficacy of PolyHemeQ in treating severely injured and bleeding 
patients, starting at the scene of injury, and to assess a potential survival benefit. 

What is the title of th:is study? 

A Phase III, Randomized, Controlled, Open-Label, Multicenter, Parallel Croup Study Using 
Provisions for Exception from Informed Consent Requirements Designed to Evaluate the Safety 
and Efficacy of Poly SFH-P Injection [Polymerized Human Hemoglobin (Pyridoxylated) 
PolyHemeO] When Used to Treat Patients in Hemorrhagic Shock Following Traumatic Injuries 
Beginning in the Preholspital Setting 

What is PolyHeme@? 

PolyHeme@ is a temporary oxygen-carrying red blood cell substitute made from human blood. 
PolyHeme@ requires no cross-matching, and therefore is compatible with all blood types. 
PolyHeme@ is,manufactored using steps to reduce the risk of viral transmission. It has a shelf- 
life of over 12 months. 

. 

--more-- 
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What is the design of this study? 

Patients in “hemorrhagic shock” will begin to receive either saline (salt water), which is the 
standard of care (control), or PolyHeme (investigational treatment). Treatment will begin before 
arrival at the hospital, either at the scene of the injury or in the ambulance, and continue during a 
12 hour postinjury period in the hospital. 

During this study PolyhemeB is compared to standard of care, saline (salt water) in the pre- 
hospital setting and blood in the hospital. 

At the site of the injury-&of the s~~~~e~i~~~Q~~hern~~,~~- 
receive standard care (s;aline). It is given by emergency medical personnel before reaching the 
hospital (may be up to 60 mirmtes). 

Upon arrival to the emergency room, subjects receive PolyhemeQ or standard care (blood). 
Subjects that received Polyheme@ at the emergency site continue to receive Polyheme@ in the 
hospital instead of standard care (blood), PolyHeme@ is given for up to 12 hours or 6 units of 
PolyHeme. Standard care (blood) will be given (if needed) after 12 hours or 6 units of 
PolyHeme @. Patients Gho originally receive the saline solution in the field will receive standard 
care (blood) upon arrival to the emergency room (standard of care). 

What is hemorrhagic .shock? 

A condition in which a patient has experienced massive blood loss. 
Shock is a life-threatening condition that might include: 

l Dangerously iow blood pressure 
l Internal organs not receiving enough oxygen and have,difficulty functioning, 

which could lead to death 



Questions and Answers’ 
Page 3 

Why is there a need for improvement in the way trauma patients are treated now? 

Trauma is the leading cause of death among Americans under the age of 45. Currently the only 
available treatment for hemorrhagic shock, when blood is not available, is the infusion of a 
solution that does not carry oxygen such as saline (salt water). Therefore, when blood is not 
immediately available, use of an oxygen carrier such as PolyHeme@ may restore sufficient 
circulating levels of hemoglobin and potentially improve patient survival. 

There are also risks associated with large infusions of donated blood in trauma patients, 
including an increase in immune function which maycause failure of vital organs and death in 
somep~~hQr~io~~~au~a-e~~.~~~e~o~S~ge~(~~~~ol~~ 
129:39-45]. In a controlled Phase II trial in hospitalized trauma patients, higher levels of immune 
markers were seen in patients receiving blood transfusions as opposed to those who received 
PoIyHeme@ p. E. Molore, JoumaI of American College of Surgeons (2003), Volume 196 (l)]. 

What is the current standard of care? How are trauma patients usually treated? 

Bleeding patients are given a solution, such as saline, at the scene or in the ambulance to raise 
blood pressure. When patients arrive at the hospital, they are given Type 0 blood, if needed 
immediately, and later receive cross-matched blood, when available, if they continue to need 
blood transfusion. 

Who is eligible for the study? 

Patients who have lost a large amount of blood and are in shock 
Patients who are at least 18 years old 
Patients who have sustained severe injuries 

Who wiIi be excluded from the study? 

Women who are obviously pregnant 
Patients with severe brain injuries 
Patients who require CPR to maintain their heartbeat 
Patients with “unsurvlvable” injuries 
Patients who are known to object to blood transfi.tsions 
Patients who are known to refuse resuscitation 

--more-- 
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How many patients will be enrolled hi the study? 

A total of 720 patients will be enrolled in the study; 360 patients in the control group and 360 
patients in the PolyHemeQ group. 

Has enrollment begun anywhere? 

Currently, enrollment is underway at 17 Level I trauma centers across the United States. A list of 
.those centers is available at www.clinicaltrials.~ov. The FDA has approved this study as well as 
a total of 22 Institutional Review Boards. One IRB did not approve the study. 

--- .___- 
How wilI patient safety be assured in this trial? 

An Independent Data hnonitoring Committee, consisting of independent medical and statistical 
experts, is responsible :For periodically evaluating the safety data fkom the trial and making 
recommendatiqns relating to the continuation or modification ofthe trial protocol to minimize 
any risks to patients. The protocol includes four planned evaluations that occur after the first 60, 
120,250 and 500 patients have been enrolled and monitored for a 30day follow-up period. 

What has been the exlperience with the study since it has begun? 

The Independent Data :Monitoring Committee (IDMC) has reviewed the safety data on mortality 
and serious adverse events fkom the ongoing trauma study after the first 60,120 and 250 patients 
were enrolled and followed for 30 days. After these three safety loo&s, the Committee 
recommended that the istudy continue without any change. & addition, at the 250 patient look, 
the IDMC conducted an adaptive sample size determination as specified in the protocol. A 
blinded power analysis was performed to determine if any increase in the sample size of the 
study was’necessary. ‘l$e assessment was based on a comparison between the mortality rate 
predicted in the protocol and the observed mortality rate in the trial to date. The IDMC has . 
concluded that no adjutient in the number of patients to be enrolled in the study is required. 

--more-- 
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How many units of PolyHeme@ have been given to patients previously? 

Northfield has experience with PoIyHeme@ in patients with acute blood loss in trauma and 
elective surgery in the hospital setting, including those who have received up to 20 units (pints) 
containing 1,000 gm of PolyHemeQ The normal volume of blood in a human is 10 units (pints) 
containing 500 gm of hemoglobin This means that up to two times the normal volume of blood 
in a human has been replaced by PolyHemeQ Some of these patients were kept alive while 
losing virtually all of their own blood during ongoing bleeding and receiving only PolyHeme@ 
as replacement. Observations in these patients have suggested the life-sustaiGg potential of 
PolyHemeQ in the treatment of urgent life-threatening blood loss and life-threatening 
hemoglobin levels [Gould et al, Journal of American College of Surgeons (2002), Volume 195 

0 
What has been the safety experience with PolyHeme@ in prior studies? 

During the course of evaluation of any investigational product, both adverse experiences and 
serious adverse experiences can occur. These may be due to either the underlying condition of 
the patient, the treatment setting, or the investigational product itself. Both adverse experiences 
and serious adverse experiences have occurred in prior studies. 

PoIyHeme@ was studied in one trial in patients experiencing planned acute blood loss while 
undergoing elective surgery for abdominal aortic aneurysm. The trial included a non-routine 
procedure called acute normovolemic hemodiiution (AMI) in which a large quantity of the 
patient’s own blood, up to 60%, is removed prior to the surgery, and is later repiaced. The 
procedure in this study resulted in the infusion of large volumes of blood in addition to up to 6 
units of PolyHemeQ in the experimental group, while smaller overall volumes of blood alone 
were administered in the control group. Serious cardiovascukr adverse experiences occurred 
more frequently in the PolyHeme@ group.. The patients in this study were older with more 
cardiovascular risk factors than those in the trials in trauma patients. It cannot be determined 
whether these findings are due to the more extensive AFJI-I in the PolyHeme@ group, to the 
reinfusion of more blood following surgery in the PolyHeme@ group or to PolyHeme@ itself. 

In trauma patients, PolyHeme@ has been rapidly infused during urgent Iife-threatening bIood 
loss in sufficiently large quantities, up to 20 units (pints), to be considered well-tolerated in this 
patient population [Gould et al, Journal of American ColIege of Surgeons (2002), Volume 195 
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What is an epception from informed consent? 

Patients are enrolled (put) in a clinical study without giving informed consent before being 
enrolled. 

Why was smh an exception granted in condection with this study? 

Patients qe in a life-threatening situation, available treatments are unprqven or unsatisfactory, 
and the collection of valid scientific evidence is necessary to determine the safety and 
effectiveness of particular interventions. 

--.-- --- 
Participating in the study has the potential for of direct benefit to the enrolled patients, defiaed as 

a 
an increase in survival, because: 

l Patients are in a life-thre$ening situation that necekitates intervention 
l Previous studies support the potential to provide a direct benefit to enrolled 

patients 
l Risks associated with the use of the PolyHeme@ are reasonable in relation to 

what is known about the patients’ medical condition, the risks and be&its of 
standard therapy, and the risks and benefits of the proposed intervention 

It is expected that patients will be unable to give informed consent because the extent of their 
injuries and the fact that they are in shock. 

It is unlikely that there will be time to find and &lc for consent from the patient’s legally 
authorized representative &AR) or to provide an opportunity for a family member to object to 
the patient’s enrollment before beginning treatment. . 

Who grants’such exceptions? 

The U.S. Food and Drug Administration (FDA) under regulationi called 21 Code of Federal 
Regulations 50.24 specifies the conditions under which an exception from infonned consent may 
be obtained. The Institutional Review Board (IRB) associated with each hospital approves its 
use locally. 

- 

-more-- 
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What if someone doesn’t want to participate in this study? 

If someone in the commrunir)l would like to be excluakdflom participating in this study, an “opt 
out” wristband will be provided at no cost. If someone in the community is involved in a trauma 
and they are wearing the wristband they wilt not be placed in the study. Information regarding 
how to obtain the “opt out ” wristband will be available on the KU websites: www.kumc. edu and 
www. kumed corn or by calling the study coordinator, Suzanne Porras, RN. at 913-588-3005. 

What if a patient wants to stop their participation in the study? 

Pa~e~ts~~rn~~s~dy~~~-pr~j~~~a~~~y~o~g-~e 
investigator. If the patient is not competent to be making’decisions about their participation, a 
family member does have the ability to request that the patient’s participation be ended. 

WilI patients still receive treatkent if they don’t want to participate in the study? 

Patients will still receive the standard of care if they decline to participate in this study. 

What are the potential benefits of PolyHeme@l 

PolyHeme@ may increase the likelihood of survival after traumatic injury 
ne need for bIood transfusion might be reduced 
Patients might avoid a reduction in the fimction of internal organs that sometimes follows blood 
transfusion 

What are the potential risks of $olyHeme@? 

Rash 
Increased blood pressure 
Kidney or liver damage 

. Transmission of hepatitis and HIV viruses 
Unforeseen happenings 
PolyHemeQ may be lere effective than blood 

Some of these risks may lead to death. 
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How much will it cost patients to participate? 

There is no charge to the patient to participate in this study. The costs of certain laboratory tests 
that are required will be paid by the study sponsor. 

Will patients get paid to participate? 

No, patients will not be paid to participate in this study. 

Who is the manufacturer of PoiyHeme@? 

_---._. Nnrthfield. J.,aboratorie,s. Inc.~~on,-~-EoLm~~~tio~-v~i~.no~el~abs..---- 
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News 
Blood substitute aims to save lives 

By BRANTSTACY 

Kansan Staff Writer 

A revolutionary blood substitute could soon give 
Kansans involved in a trauma-related injury a greater 
chance for survival. 

The substitute, called PolyHeme, is a temporary oxygen- 
carrying red-blood cell substitute being produced by 
Northfield Laboratories in Evanston, Ill. The substitute 
is made from human blood cells and will soon be used 
by the University of Kansas Medical Center for a 
clinical research study on trauma victims as early as 
October. 

During a press conference Monday at Fire station No. 1, 
96th Street and State Avenue, Dr. Dennis Allin, director 
of emergency operations for the hospital and medical 
center, said the KU Med was chosen for the study 
because it is a Level I Trauma Center. He said the 
medical center’s research using PolyHeme will 
combined with that of 17 other Trauma I Centers 
already testing the substitute across the United States. 

“The aim of the study is to enroll 720 trauma patients 
nationwide,” Allin said. “We haven’t put a target number 
on how many we will enroll at the med center, but we 
feel in terms of traumatic resuscitation this (PolyHeme) 
could be a good answer to help seriously hurt patients.” 

PolyHeme, which costs 1,000 per unit, is universal to all 
blood types, reduces the risk of viral transmission and 
has a shelf life of 12 months. It will be used starting at 
the scene of an injury and upon arrival to the emergency 
room, AlIin said. At the scene of the injury, the study 
will instruct emergency medical personnel to give half 
the subjects PolyHeme and the other half standard care, 
which is saline up to a 60-minute period. Upon anival to 
the emergency room, patients who received PolyHeme 
at the scene will continue and those receiving saline will 
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receive blood, both for up to 12 hours and six units each, 
if needed. Allin said the study, which is non-paid and 
only for Kansas residents, will require their consent. 

“Under federal regulations, Kansans 18 and over will 
only be able to participate,” Allin said. “If the person is 
unable to consent their identification will be checked. 
Also, women who are visually pregnant and those with 
head injuries will not be included in the study.” 

Suzanne Porras, RN and study coordinator for trauma 
and burn care, said identification will most likely be 
their driver’s license or license plate. She also said the 
Med Center is currently planning public information 
meetings about PolyHeme where residents can find out 
more about the substitute. At these meetings if a resident 
should decide not to participate, they can obtain a 
bracelet stating they decline the Northfield PolyHeme 
study. 

“We hope the study will prove that PolyHeme is very 
helpful in saving lives,” PO&S said. “But, not everyone 
will want to participate. Those wanting to be excluded 
can be provided with a bracelet at no cost at one of the 
public meetings currently being scheduled.” 

Porras said those unwilling to take part in the study 
should wear their bracelet all the times. 

“We don’t want to convince someone this is the right 
thing,” Porras said. “We can only answer questions and 
make sure the study proves this (PolyHeme) is a good 
thing.” 

Dr, Michael Moncure, a surgeon overseeing KU’s 
trauma services, stated in a press release Monday that he 
and the Med Center were excited about this trial. He 
referenced to the Centers for Disease Control’s National 
Center for Injury Prevention and Control, stating 
trauma-related injuries are a leading cause of death 
among Americans under 45 years old and that almost 
one in five of those patients die from their injuries. 

“If we can begin to treat these patients very early with 
an oxygen-carrying solution and keep their hemoglobin 
levels up, we may see more survivors,” Moncure said. 

Porras said she has consulted with other Trauma I 
Centers, such as Duke and Loyla University in Illinois, 
that have been conducting the study for at least a year, 
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..: and said none of those facilities trauma patients have 
.., .% --, I _: experienced any severe reactions. 

i : :.- :.,,” ., ‘ ; .;,.‘: ._i .’ I ‘. 1’ ,. ._ ._ Once the study is complete, Porras said the results will 
__‘.’ . . ,.‘! . . ._ _, :.:.: .’ 
L’:. ._ .. ..‘a .:;,‘h.‘,‘: ._.. ; ‘: .,.;: go to the FDA. If PolyHeme shows it’s making a . . / ‘2.‘>-... .-..;, 

‘, .‘. :.._ .; .:.: :: ..I ,..( .k..: . _:’ 
L _: ‘/ difference and saving lives, the FDA will go forth, she “._ ,.,, :., ,.. ‘,,,._:(. (!,.( , .I ,j ‘.. ‘.. said. , ‘..I : 

“It takes awhile,” Porras said. “Hopefully PolyHeme 
will be the next thing to save lives. It could be the wave 
of the future.” 

For information about the study, upcoming meetings or 
to acquire an exclusion wristband, call study 
coordinator, Suzanne Porras, R.N. at (913) 588-3005 or 
go to www.kumed.com. 
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Artificial Blood 

The University of Kansas Medical Center will join a national study this fall to determine the usefulness of an 
experimental blood. 
* The blood, called PolyHeme, carries oxygen to the body, just like real blood. 
> Initially, the blood will be used by ambulance crews in Wyandotte, Johnson, Leavenworth and Douglas counties. It’s 
designed to be used for peopile who need blood immediately, such as accident victims. 
> Twenty-one other trauma center hospitals are taking part in the study. Doctors in operating and emergency rooms 
have used PolyHeme for years and say it has saved lives. 
> Researchers will meet with community groups to explain the study. Some people question whether using an 
experimental treatment on accident victims unable to give their consent is ethical. 

Find this article at: 
http://wwvt.wibw.wm/home/headiines/l755412.hbnl 

q Check the box to include the list of links referenced in the article. 
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said the KU Med was chosen . ical personnel to give half the coordinator for traqma grid burn cars at KU Med, speak to media Monday 

br the study because it is a 
morning about an upco$ning- study the medical center will carryiing out 

T n&l T w&m*.mn T\*nt*r T.&a Pkasi? see BLOOD/Page 6 regard’lng the wsrige of PolyHeme on trauma patients- 
I 



kIMId ., 
I  

Continued from PAGE & 

subjects PolyHeme and the . 
other half standard care, 
which is saline up to a 60- 
minute period. Upon arrival 
to the emergency room, 

. patients who received 
PolyHeme at the scene will 
continue and those receiving 
saline will receive blood, both 
forupto12hoursandsix ’ , 
knits each; if needed All&n 
said the stud,: which is non- 
paid and only for ‘Kansas rqsi- 
dents, will require patient’s ’ 

‘ponsent. 
. “Under fede&regula- ’ 

tions, Kansan.9 18 and ovex 
will only be able to Partici- 

son is unable to consent their I. identification w.W be 
checked. Also, women who 
are visually pregnant and 
those with head injuries will 
not be included in the study!’ 
‘. Suzanne Porras, pN and 
.study coordinator for trauma 
and burn care, stid identifl- 
tation will most likely be 
their driver’s license or state 
hcense plate. She also said. 
fthe Med Center Is current!$ 
planning public information 
medings about PolyHeme, 
where residents can t3nd out 
more about the substitute. At 

. these meeting& ,if a resident 
should decide not to partici- 

fi 
ate, they can obtain a 
iacelet stating they decline 

the Nor&field PolyHeme . 
Btudy 

“We hope the study will 
prove that PolyHeme is very 
helpful in saving lives,” 
Porras said. “But, not every 

-. I one will want to participate. 
Those wanting to be excluded 
can be provided with a 
bracelet at no cost at one of 1 
Jhe public meetings currently 
being scheduled.” 
a Porras said those unwill- 
-ing to take part in the study 
$hould wear their bracelet all 
i 

the times. 
I “We don’t want to con- 

vince sorgeone this is the 
right thing,” Porras said.. “We 
can only answer questions . 
and make sure the study 
proves this (PolyHeme), is a 
goqdthing.” ” 
. Dr. Michael Moncure, a 
surgeon overseeing IWs . 
t$auuia services, stated in a. 
press release Monday that he 
an’d the Med Center were 
excited about this Iris& He’: ’ 
referenced to the Centers for. 
Ihhse Conttol’s Natfonril I * 
Center for Injury Prevention 
and Control, stating trauina- 
related injuries are aleadimg 
cause of death among 
Americans under 46 years old 
and that almost .oge in five of 

. 

injuries.. ” 1 
“If we can begin to treat 

these patients very early with ,. 
an oxygen-carrying solution 
and keep their hemoglobin 

*levels up; we may see more 
*survivors,” Moncure said. 

Porras said she has con- r 
sulted with other Trauma I 
Centers, such as Duke and 
Lsyla University in Illinois, 
that .have been conducting 
the study for at least a year, 
and saidnone of those facili- 
ties trauma patients have 
experienced any severe reac- 
tions. 

Once the study is corn- ’ 
plete, Porras said the’ results 
will go’ to the Federal Drug 
Administration. If PoIyHeme 
shciws it’s making a differ- ’ 
ence and saving lives; the 
FDA wiu go forth, she said. 

“‘It takes awhile,” Porras 
said. “Hopefully PolyHeme, 
will be the next thing to. save . 
lives. It could be the wave of 
the future.” 

For information about the 
, stud3 upcoming meetings or 
to acquire an ex$usion wrist-. 
band, call study coordinator, 
Suzanne Porras, R.N. at (913) 
589-3005 or go to 
www.h~ed.bom. . 
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Phone: (616)9314330 
Fax: (816)531-7669 

Fox 4 Health. KU Med 
:. The University of KS Med Center will join a national study this fall on the use of experimental blood 
PofyHeme. GR; PofyHeme study a$ counties where blood wfff be used 

Artiffcial blood.. KU Med 
This faff the Unfversity of KS fvtedimf Center )vfll begin partfcfpation in a study on artificial blood, 
IaolyHeme. The blood will be distributed to emergency workers in several KS counties. GR; Artiitial 
blood study. 

f’ake blood. KU Med 
A national study could help paramedics treat people in accident. The Univ Of KS Medical Center will 
start seeing ff artfffdaf blood called Pofyheme, can help ambulance crews. The blood carries oxygen 

the body. Ambulance crews in Wyandotte, Johnson, Douglas and Leavenworth counties will start 

the blood in the fall. 

Fake blood.. KU Med 
KU Medical Center will give KCMO ambulance crews fake Mood to administer to patients who need 

immediately. GR; Fake blood. 

lo:30 AM Sunday Morning Fake blood. KU Med 
T'unehngthz 00:34:40 loo:24 Kansas Cii area ambulance crews will start carrying fake, experfmentaf blood this fall. The Unfv of 

KS 

9 KMBC - Kansas City 
7:00 AM Sunday Momlng 

TheAengthz 00:33:50 I 00:25 
emergencies. 

8:OO AM Sunday Momlng 
lime/Length: 00:03:05 I 00% 

5:00 PM 9 News at Fhre 
Timdlength: OU2959 / 0230 

call 

PolyHeme 

synthetic 

1030 PM 9 News atTen 
Wtelength: 00:13:51 I0154 

over 

ambulance 

something 

Medical Center is joining a national study of the experimental blood, Polyheme. It will be used on 
a&dents and others who need blood immediately. GR; Experimental blood, Wyandotte, Johnson, 
Leavenworth and Douglas Co crews will start using the product. 

Artfffcfaf Blood. KU Med 
I<CMO area paramedics and ambulance crews will use artiicfaf blood to treat patients in 

The KU Med Center is participating in a national study of the experimental blood. 

f3lood.. KU Med 
l<U Medical Center plans to give artificial blood to ambulance crews in KCMO for victims who need ft 
right away. 

IZ; Blood substitute.. KU Med 
I3ome ambulances in the Kansas City metro area are going to start carrying a new blood substitute 

Polyheme. V; KCK fire dept and paramedics on scene of a crash. I; Chris Alexander, KCK EMS 
supervisor, says it allows them to give something to the patient that will carry oxygen. GR; 

information. KU Medical Center, along with ambulance services are part bf a study to test the. 

blood. V; KU Medical Center. The testing will start this fall in Wyandotte, Douglas, Johnson, 
Leavenworth counties. Dan Weinbaum reporting. 

Health Watch. Dan Weinbaum. KU Med 
IZ: Paramedics currentfy use straight saline to keep blood pressure up but that may be changing 

to a blood substitute. V: KCK Police, ambulance, and fire truck on accident scene, Inside an 

I: Chris Alexander, KCK - EMS Supervisor, says that it gives them ability to give the patient 

that will carry oxygen before the patient gets to the hospital. GR: PolyHeme information. PolyHeme 
carries oxygen, and acts like human hemoglobin. Currently KU Med services and ambulance 



services 

says 

are part of a test program. V: KU Med center sign. Alexander says that it is better than real blood 
because it does not have to match the blood type, is portable and it has a shelf life of a year. He 

that if it can increase chances to survtve then it is an ideal thing. The test area for PolyHeme should 
expand this fall. 

41 KSHB - Kansas City 
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Program Text/Summary 
Sundav. Julv 31.2005 
41 KSHB - Kansas City 
10:oOPM 41News atTm Fake blood. KU Med 

nmdlength: 00:05:25 I oo:z The Univ of KS Medical Center is taking part in a national study to use fake blood in some 
ambulances. 

The fake blood, called Polyheme works like real blood by carrying oxygen to the body. GR; Fake 
blood 

using 
study information. Crews from Wyandotte, Johnson, Leavenworth and Douglas counties will start 

the blood this fall. 

Mondav. Auaust 01.2005 
4 WDAF - Kansas City 
5:OOAM Oaybmrk Artificial blood KU Med 

~imti~ength: oo:o4:02 I OXIS It is much the same as real blood, Starting in the fall the University of KS Med Ctr will take part in a 
natiorial study. The City argues is it unethical 21 trauma centers are also taking part. V; Blood. 

5:ooAM Daybreak Artificial blood KU Med 
nmelltngth: 00:31:55 I 01:25 The University of KS Med Ctr will take part in a study starting this fall Repeat 

5:OOAM Daybnak Top Stories KU Med 
mcngth: ooz48:33/ 0053 > 435 sniper. 

5 Artificial blood at KU Med 
> Community responds 

8:oow Sunliae TZ; Artifidal Blood KU Med 
l ifrtdLength:OO:03:21101:06 Starting this fall, area ambulance agencies will carry artificial blood to emergencies. This is part of a 

the 

consent. 

6:DoAM Sun&e 
TmdLength:00:3214101:14 

receive 

7:WAY k+brntngShow 
l-inWbn~:00:03:27101:20 

7:ooAM Momlngshmv ' 
~mellen~:00:34:16/01:04 

7:ooAM MomlngShow 
nmen.cngth: OOz46:Ol 100143 

8:OO AM hlornlng Show 
Tllwlgth:00:06:40101:60 

8:OOAM MomingShow 
nmeRength’ 00:3214 /oi:os 

blood bank footage? Crews in Wyandotte, Johnson, Douglas and Leavenworth Counties will receive 

blood first. Critics argue that it is unethical to experiment on patients who aren’t able to give 

Twentv one centers acmss the nation are also participating in the study. KU Med is planning on 
holding a press conference today. Kathy Quinn reporting. 

7’2; Artificial Blood KU Med 
Area paramedics will start using artificial blood called PolyHeme this fall. This is part of a national 
study KU Med is participating in. A press conference will be held later today so KU Med can explain 
tlhe study. V; blood bank footage? Wyandotte, Johnson, Leavenworth and Douglas Counties will 

the blood first. Kathy Quinn reporting. Repeat. 

Artificial blood KU Med 
The University of KS will be studying it. V; Med Ctr. 

Artificial blood KU Med 
The University of KS Med Ctr will be studying It. Repeat 

Top Stories KU Med 
r Sniper 
p Artificial blood at KU Med 
a Community responds 

7’2; Artificial blood. KU Med 
Starting this fall area ambulance agencies will start carrying artificial blood. This is part of a national - 
study involving KU Med using artificial blood called Polyheme. It works the same as real blood and 
saves lives according to some doctors. Crews in Wyandotte, Johnson, Leavenworth and Douglas 
county will be the first in the metro to receive the arti%ial blood. V; polyheme blood and doctors in 
clperating room. KU Med will hold a press conference this morning to explain the study, Kathy Quinn 
reporting. 

Artificial blood. KU Med 
Starting this fall some ambulances will use the artificial blood called Polyheme. They are Johnson, 
Wyandotte, Leavenworth and Douglas Counties. KU Med is taking part in a study on artificial blood 



0 
people 

years. 

works like real blood and pumps oxygen into the body. Some say that this is unethical to use of 

that cant give their consent. There are also doctors who say they have used the artificial blood for 

KU Med also plans to hold a press conference this morning. Kathy Quinn reporting, 
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Program 
Monday. Auaust 01.2005 
4 WDAF - Kansas City 

Text/Summary 

12:OOPM Miy Artificial blood. KU Med 
r&cngth: 00:28:42/ 0216 KU Med held a news conference at the tire Station at 96th & State Ave to discuss plans to put 

artificial 

blood. 
blood called Polyheme on local ambulances. They are taking part in a medical trial. V; polyheme 

V; 
I; Dr. Dennis Allin, KU Med says that trauma related injuries take the most lives for people under 45. 

KCK ambulance. Toby Cook reporting. 

5:00 PM 4 at Five Fox 4 Health. Metyl Lin McKean. KU Med 
rrmenengt~~: 00:15:25 I 0214 :* Some trauma patients in KS will soon no longer receive saline IV but instead will receive 

PolyHeme, 

Polyheme. 

a blopd substitute. V; Bag of blood substiMe with Northland Laboratories sticker. University of KS 
Medical Center will be participating in a study using PolyHeme. I: Suzanne Porrls, registered nurse, 
says getting a unit of PolyHeme will be like getting two units of saline; says hemoglobin is in the . 
f>olyHeme. V; accident scene with MAST, KCMO Police. Some controversy over the use of 

because trauma patients are not able to give their consent. 
:- Red Cross is asking for blood donations because donations fail in the summer. V; Donors. 
:* Cigarette smoke may increa’se risk of metabolic syndrome in teens. V; teens smoking. 
:’ GR; Healthy Habits Tip: Food intolerance 
:’ Teases for 9 pm: Chronic heartburn or reflux. 

.- 

6:OO PM 4 at Sii 
Time/Length: 00:12:25 /00:40 

pat 

1030 PM 4 at Ten 
TmdLength: 00:05:26 /00:23 

5 KCTV - Kalisas City 
12:OOPH 5atNocm 

TlmelLength: 00:01:26 101:45 

saline. 

children 

bracelet 

COO PM 5 at Five 
Tune/Length: 00:03:58 I0134 

and 

money 

Artificial Blood. KU Med 
An artificial blood substitute is being tested at KU Med and other trauma centers throughout KS as 

of a statewide study. V; bag of the artificial blood. The substitute, called Polyheme, acts just like real 
blood. The blood substitute is approved for accident victims who need blood right away. I; Suzanne 
Per&, study coordinator, says Poiyheme is like getting not only like getting 2 liters of saline, but also 
extra hemoglobin, vital in keeping organs from failing. Polyheme is universally compatible and has a 
shelf life of more than a year. 

Synthetic Blood Trial KU Med 
KU Med is part of a new study this fall with the neti synthetic blood PolyHene. KU Med says that the 
new product works just like blood by canying oxygen. PolyHene works with all blood types. V: Bag of 
PolyHene 

Eslood Substitute. KU Med 
KU Med is beginning a study that will give an ‘artificial Mood called Potyheme to patients requiring 
blood transhrsions. V; fake blood, press conference Patients in Kansas will be randomly selected to 
receive this artificial blood, and their condition will be compared to those who receive blood and 

I:; Suzanna Porras, KU Med, says getting a.unit of polyheme is like getting two liters of saline, and 
hemoglobin. V; ambulance. Only patients being transported to KU Med are eligible, excluding 

alnd severe head trauma patients. Those who do not want to participate in the study must wear a 

at all times indicating so. Amy Anderson reporting. 

Moat death. 
Jennifer Hill was found on Friday in a moat of the I& of Capri Casino. She died over the weekend 

now her family is planning her funeral. She was to start paying restitution of 1,83?.50 for stealing 

while working as a public health specialist for KCMO. V; City Hall. She was currently working at KU 
Med Center in the offices of Cultural enrichment and diversity. Liana Joyce reporting. 



6:00 PM 5 at Six TX; Blood substitute trial. KU Med 
Twen@h: oo:~s:ll I 0240 Clinical trial will soon be underway at KU Med in KCK for blood substitute. Anyone entering hospital 

will be part of study for blood substitute unless wearing a bracelet stating you decline to be part of 
the 

Inside 

sludy. V; Bracelet dedming Northfield PolyHeme Study: bag of N saline fluid; bag of PolyHeme. I; 
Dennis Allin. KU Med Dir of Emergency Medicine, says it’s a temporary oxygen-carrying red blood 
cell substitute; study will compare survival rates of patients with and without PolyHeme. V; Press 
conference at KU Med. PolyHeme could be used to save lives in serious trauma situations. V; 

KCK Fire Dept ambulance. I; Suzanne Porras, KU Med. says it could be something that is the way of 
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Text/Summary 

Mondav. Auaust 01.2005 
5 KCTV - Kansas City 

1o:OOPM SatTen 
nmdlcngth: 00:12:04 I 00:60 

the 

9 KMBC - Kansas City 
5:OOAM First News 

Timelle.ngti 00:48:02 /00:35 

the future. V; KU Medical Center building and signs. Study is nationwide with select level 1 

participating. I; Unidentified blonde male in white t-shirt with black sunglasses says he will wear 
bracelet; doesn’t know enough about it. I; Unidentified female with highlighted brown hair wearing 
black sleeveless shirt and dark sunglasses says she would have to research to decide on risks. GR; 
PolyHeme Hotline info: patients who are not eligible fist. Amy Anderson reporting from KCK outside 

K.U Med. 

TZ Fake Blood Controversy KU Med 
KU Med is taking part in a major clinical trial using fake blood in emergency situations. V; outside of 
KU Med. I: Dennis Allin, KU Med Dir. Of Emergency Medicine, says the PolyHeme is temporary 

substitute. The study will start in the fall. If residents do not want to be part of the trial, they need to 
wear a bracelet at all times indicating so. V; Flue bracelets for those who do not want to be part of 

trial. GR; Blood Substitute, information, Polyheme Hotline 

Artificial Blood For Patients. KUMed 
Paramedics will be carrying PolyHeme. KU Med Center is now working wtth Ambulance senrices to ---___ distributethe-artiticitifidaf-blood-calle~PolyHeme;-ltis-the part-of-blood-thatcarries-oxygen-through-the---- 
blody. Doctor’s sat in an emergency it will1 help Our, The test study of PolyHeme will begin this, fall in 
Johnson County, Leavenworth and Douglas County. 

5:QQPM 9NewsatFive Synthetic blood KU Med 
nmdlength: oo:ao:34 I OZ:XI A blood substitute called PolyHeme is being studied by KU Med Center as an alternative in KS 

Dennis 

nothing 

Polymerized 

to 

KU 

FDA 

Suzanne 

opt 

PolyHeme 

SW. 

random. 

6:W PM 9 News at Six 
nmmgth: 0030:10~00:45 

almbulan6es. V; KCK Fire Dept. truck, cat &ident s&e, bag of IV saline. KU Med has joined over 
L.evel 1 trauma centers in the country in testing the safety and effectiveness of PolyHeme. I; Dr. 

Allin, KU Med Director of Emergency Medjcine, says saline can help restore volume, but does 

to restore abilii to dkliier oxygen. V; bag of PolyHeme, label reads Pbly SFH-P injection, 

Human Hemoglobin (Pyridoxylated) 10 gldl, Northfield Laboratories, new drug limited by federal law 

investigational use. PolyHeme can deliver oxygen into the bloodstream. I; Suzanne Porras, RN, 

Med Study Coordinator, says its compatible with everybody, because it’s not a blood pro#ct, is the 
hlemoglobin which gives oxygen to organs. V; KU Med building &nd sign. It is still waiting on full 

approval but regulations say that medical personnel can give it to you without your cpnsent. I; 

Porras Says if someone chooses not to receive it, they’ll just remove them from the study. ,You can 

out by wearing a wristband for the next 6 to 7 months. V; Dan Weinbaum indicates the bracelet. 
According to Dr. Allin, about 10% of KU’s trauma patients, less than 200, are eligible to use 

in the study. I; Dr. Allin, says ifs exciting that we’re offering anything other than if someone’s in 

other than just manage the airway, turn on the lights and drive faster. Patients are chosen at 

KU Med is planning several public meetings over the next several months. PolyHeme will be in use 
starting in eober. Dan Weinbaum reporting. 

TZ: Blood substitute. KU Med 
KU Medical Center will provide a blood substitute to ambulance crews for trauma victims. V; Fake 
blood. 1; Male in yellow shirt, excited this blood substitute is offered. 



?o:W PM 9 Newa et Ten Blood study. KU Med 
hme/Length: 00:08:55 /00:50 KU Medical Center will provide a blood substitute for emergency workers for use on patients at 

trauma 
scenes. \r; Blood substitute. I; Or Dennis Ailin, U of KS hospital emergency center, says he’s glad 
blood is being offered to patients. 

41 KSHB - Kansas City 
5:W A M  NBC 41 Today Fake blood study KU Med 

nnme/Langth: 00:54:40 I cm:22 The University of KS Med Ctr will be testing it. GR; Jayhawk 

5:OO P M  ,41 News al Five TZ; Fake Blood. KU Med 
nmdlength: OO:OD:IO I 0235 Beginning in Od if you are in need of emergency care and are being taken to KU Med by ambulance 

you will receive artificial blood. Paramedics will begin using Polytteme, or fake blood, V; Northfiald 
Laboratory label on PolyHeme. I; Suzanne Porras, University of KS Hospital, describes what the 
PolyHeme does. KU will begin a study of the blood substitute that gives oxygen to patients, which 

the 
standard saline solution given to trauma patients does not give. I; Dennis Allen, Medical Director, 

KCK 
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41 KSHB - Kansas City 

Fire Dept, says this gives them the opportunity to give resuscitation Ruid wise; says there has been 
debate in medicine about whether giving a patient saline solution is a good thing when they are in 
shock. V, Lactated Ringer’s Injection USP saline solution; KCK ambulance. Porras says the product 

will hopefully save people’s lies. If one wants to opt out of the study and the use of the PolyHeme 

patlent must be wearing a white bracelet with Indicated. V; bracelet, available on KU website. Public 
hearings will be held in a couple weeks to provide more info. Jade Hemandez reporting. 

_. .- 
a 

6:OO PM 41 News at Sii Fake blood. KU Med 
Ttmengttc 00:02:17 I 01:ss Startjng in Oct. if you are not wearing a bracelet and you live in KS and an ambulance picks you up 

ona 

KU 

field 

trauma case, it is highly likely the paramedics will administer you fake blood, called Polyheme. V; 

Medical Center. The Univ of KS Hospital will be running a trauma trial on the blood substitute. V; 
. bags of Polyheme, KCK fire and rescue, KCK police on an accident scene. I; Dennis Atlen, Med Dir 

KCK Fire dept. says there has been a debate in medicine over whether giving a lot of saline in the 

thinks, 
is actually a bad thing. I; Suzanne Porras. Univ of KS RN, says it depends on how fast the FDA 

You .- - 

if this shows it’s making a diierence, they can decide how long it will take to get it in the market. 

cnropt-ootofthe-ptog~~b~i~ng-up-a-wristband~n-the-IMedicalSenter-websitade--- 
Hemandez reporting live. 

1030 PM 41 News fTen Fake Blood KU Med 
~vnellmgth OO:OWS I 00:41 KU Med Center will start using fake blood, PolyHeme, in the fall. V, outside of KU Med Center, bags 

of PolyHeme. I; Suzanne Ponas, University of KS, says people do not need to be typed or crossed 
to 

use the blood. V; ID bracelets for those not wishing to be part of the study. 
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Synthetic blood treatment may soon be available Page 1 of 2 

Synthetic blood treatment may soon be available 
Thursday, August 4,2005 

Critically injured trauma patients in Douglas County may soon be eligible for a new type of treatment - 
synthetic blood. 

Officials with Lawrence-Douglas County Fire & Medical are meeting to decide whether to pursue 
allowing the use of PolyHeme, a blood-like substitute that has been promising in saving lives during 
early clinical trials. 

The Kansas University Medical Center is launching a new trial and is seeking area counties to 
participate. 

“We haven’t yet decided whether we’ll be participating or not,” said Mark Bradford, deputy chief of 
Lawrence-Douglas County Fire & Medical. 

Several area counties - including Wyandotte, Johnson and Leavenworth -have shown interest in the 
trial, KU officials said. Franklin and Miami counties also might participate. 

Currently, EMTs at an accident site are only allowed to give trauma patients who are severely bleeding a 
saline solution, which can? carry oxygen to the body. Blood transfusions are impractical in the field, in 
part, because of difficulty matching blood types and the availability of blood. 

PolyHeme, which is manufactured by Northfield Laboratories in Evanston, Ill., can be given instead. 
The fluid allows for oxygen transport in severely wounded patients, increasing their chances for 
survival. 

“I think it’s going to make: a big difference from the standpoint of being able to administer something 
that’s safe,” said Michael Moncure, the KU doctor who is overseeing the study. “We don’t have to 
worry about a reaction or lpatients that don’t want blood transfusions.” 

The Food and Drug Administration generally requires individuals to consent before subjecting them to 
clinical trials. 

But since trauma patients generally can’t give that consent, the FDA has allowed a rare exception. 
Instead, KU will seek community support for the project in the counties pursuing participation in the 
trial, including meetings with EMS personnel, government leaders and the public. 

Opt-out bracelets will be given to anyone who wouldn’t want to be treated with PolyHeme. 

In counties that do give support for the trial, responding personnel will give PolyHeme to half the major 

0 
trauma patients they treat, with the rest receiving the usual saline solution. 

The study results will be c;ombined with results from about 20 other hospitals across the country. The 
FDA is expected to decide in six months to a year whether to approve use of PolyHeme beyond the 



Synthetic blood treatment may soon be available Page 2 of 2 

trials, Moncure said. 

In Douglas County, only patients headed to the University of Kansas Hospital would be eligible to 
receive PolyHeme. Those include those transported by ground ambulance and air ambulance. 

Patients headed to Lawrence Memorial Hospital wouldn’t be eligible, Moncure said, He said the project 
wouldn’t lead to a loss of patients at LMH. 

If Lawrence-Douglas County Fire & Medical personnel decide to pursue the trial, KU would conduct 
community meetings in the next six to eight weeks to inform the public. 

Moncure said he hoped Douglas County gave the project the green light. 

“I think it’s a tremendous opportunity,” he said. “It’s probably one of the most exciting studies around 
the country, particularly in trauma.” 

httn~/lwww;!.liwotId.com/news/2005/aug/O4/svnthetic blood .-treatment-may-soon-be-avai... 8/5/2005 
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RO~EDALE DEVELOPMENT *ASSOCIATION NEWSLETTER . 

Moving forward with nev\i housing-in Rosedate . 
@nitarieS from a variety of D community, governmental, 

and private instit+ons attended 
the Mission Cl& housing devel- 
opnient groundbieaking ceremony 
on Aug. 24. The Mission Cliffs 
developtnent, along with the 
nearby Rainbow Park develop- 
ment, will bring 120 new single- 
lamlly homes and townhomea to 
the bluffs west of the University .._ -- _ 
of $ciiiiizM~d~a-~~-&<~ -- 
39th St. dice (near the intersec- 
tion of Lake Avt. tid Minnie St. 
in Ka@s City, Kan.). 

Eleven homes have already 1 
been completed in the area as part 
of the Rainbow Park development. 

i 

The Mission Cli6 development is 4 

the next phase of the project. Both 
i 

housing deveIopments, w&h aim 
to provide middle and lower-in- 

,“,,, ,,, 
DircC 

hk dudng the groundbrealdng cuemony 
- ?om left to right) John Harvey, Executive 

tor of City Vision Iclllnlstrfes; Wendy 
come residents an opportunity for Wilson, Ekecube Director of RDA; US. 
homeownership in the urban core, Sen. Pat Roberts; Mayor Joe Reardon;and 
represent the hition of many years Conimksioner Johti Mendet 

of hard work by many.people and orga- 
nhations, incIudingz RDA; City Vision Development (HUD). 
dinistries; the Unified Governmtit of For more information, visit www. 
Kansas City, KanJWyandotte County; cityvisionministzies.org/missicm.html or 
Brotherhood Bank; Far&e Mae; and the contaq City Vision Ministries: (913) 
US: Department of Housing and Urban .371-5200. @ 

U.G. Commissioners approve Rosedale Master Plan 
. T he Uaitied Govemment’Boaxd of Now that the commissioners have 

Commissioners unanimouslp ap- approved the Plan, it will serve a$ a’ 
proved the Rosedale Master Plan during roadmap for future development in 
its meeting on Aug. 25. *Rosedale. It does no1 change cur-t 

The Plan is thepmduct ofa thoruu$i zoning or existing smxtures. Rather, it 
prlYCtSOf~lIC!i~dialoguedp~- is a concrete guide to ensure that &ture 
nershii. Neigh- leaders, buincai development coincides with community 
owners, reqbsentativcs fiml local agencies, wants and needs. 
schools[ churches, and the University of To view the proposed land-use map 
Kinses Medical Center, and other com- mder the Plan 0~ for mote information, 

. . 

Construcpbn update 
Thanks to recent heavy rains, many 
constructjon and infrastructure projects 
have been delayed around the city Here 
is an update on several projects affect- 
ing Rosedale: 
1. Repairs to f-35 from abgut7th it. 
10 Mission RdWouthwest Bhd. will be 
complete in eady October. The Mission 
Rd. viaduct overTurkey Creek is sched 
uled to be finished by Thanksgiving. 
However, drivers can e@ect to have 
access tc southbound Mission Rd. from 
SouthwestBlvrL by&e. third week in--- . 
September. 
2. The iepavhg of Southwest Blvd. 
(from the Mission Rd. overpass to Rair+ 
bo& Ext, -this takes the work further 
east than originally planned) and of Mis- 
sion Rd. (from 43rd Ave, to the Turkey 
Creek viaduct) will happen in early to 
mid-S$tembec 
Some: Unified Government City ~g;naar 

Upcdmiing Events 
September 5 
Labor Day.(RDA office dosed). 
Siptember7,i4,21,28 
Rosedale Youth tidemy. 1401 Southwest ’ 
Blvd. ‘1-Sp.m. ’ 
SeptembCl 20 
R&4 Bwrd meeting. 14Dl Southwest 
Bhd. 5$30430 p.m. 

~%%%?~dership Council. 1401 South 
west Blvd. 5~30630 p.m. 
September 25 
Osdbation of renowted bullding for 
Rainbow Mennonite Chur&/Sharing Corn- 
mupity in Rosedale. 1444 Southwest Blvd. 
1zKlp.nl. 
September 30 
Free concert at,the Lsndon Center on 
Aging. Featuring Andean &qwess, 3599 
Rainbow Blvd. S-8 p.m. 
October 1 
Christmas in October (minor home repair 
pr6gram for Rosedale residents). 
October 9 
The Hindu and the Cowboy (pIa/ about 
diirsity and cross-cuitural relationships). ’ 
University of Kansas Ma&al Canter. 
Battenfield Audiiorium (comer of Rainbc&v 



. ’ . 

a 
KU Med asks for 
community input on RDA volunteers go full force in August 

oxygen-canying solution where blocd 
is currently not available. Polyheme hg 
not yet been proven to be effective and 
may have unkmk risks - hence the 
need for the proposed study. 

The hospital and medical center 
are iquired & obtain community input 
before proceebg with this study. XI 
learn more and to submit a feedback 
form, visit www.kumc.edu/polyheme I 
For more inforrn&m, contact the study 
coordinator, Suzanne Porras, R.N.: 

. (9 13) 5883005. B 
ReprkrtedtidlpennirsionofU7liu.. 

of lamscts Hospitd a7d uniu. of ffias 
Mediuil cenm. 

Dagwood’s owner Dennis 
“Denny”Morlan passes away 
Dennis Eugene Morian, S?, co-proprietor of 
Rosedale’? famous Dagwood‘s Cafe (1117 
Southwest 6lvdj, died Aug. 3,2005, at hii home. 
Funeral services Ilvere held on Aug.‘6 at Maple 
Ijill Funeral Home and the burial wds at Creighton 
Cemetery. Known as ‘Denny’ to many of his 
family and friends, Derinis was a lifelong Kansas 
City resident with many Rosedale conriections. 
Denny and his wife, Ruby, owned Dagwood’s for 
the past 11 years. Many of his dosest friends 
were customers and other business ovmeis on 
Southwest Blvd. He was a founding member 
of the Rosedale Rowdies, a lawnmower racing 
organization.To view a tribute to Denny from his 
lawnmower racing buddiis, visit www.mwimra. . 
com/Denny.htm. Rosedale will truly miss this na- 
t*ve son. RDA wishes to express its condolences 

Thank you to almost 70 volunteers who made major improvements ’ 
throughout Rosedale last month. In total, 281 volunteer hours were invested in 
projects involving youth, senior citizens and community spaces. 

study 
he T University of G&as Hospi- 
tal and the University of ICansa!l 

Medical Center are soliciting comments 
and responses from the broader com- 
munity in regard to a proposed clinical 
research study to evaluate the safety and 
effectiveqss of PolyHcme, an oxygen- ’ 
carrying blood substitute, in ertathg . 
critically injvred and bleeding patients. 
The hospital and medical center want 
the community to be informed about 
the study and to provide.feedback about 
any concerns. 

Under the s&dy protocol, treatme& 
would.begin before arrival at the hospi- 
ta& either at &.e scene of&e injury or in Twb g&ps helped spruce up the 
the air/ground ambulance, and &mdnue grounds at the Rosedale Memorial 

for 12 hours. Since bl6dd is’ not present- Arch In early August kludinq 20 

ly carried in air/ground ambulances, the 
students each from the KU Med Center 
and Blue Springs South High School. 

use of PolyHeme in these settings co’uld . 
ad&es.a ~~.me&al n& for. an---:. _ _ _-_ -- - _ . _- . __ _ __...- .- ----..-. -- __. _.__-. ___ --. -. _..___...- - .-.- ..--- - 

The Hindu and the Cowboy comes to Rosedale 
DA encourages members of the 

RROS 
- and explores themes of diversity and 

edale community and others in cross-cultulal relationships. The stories 
the Kansas City metropolitan area to - which oxtvy tragedy, healing, humor 
attend a public perfbrmance of Tk Hindu and recoixiliation -were collected 
andtheCowboyonsunday,,t9,3-5 through pezsonal interviews and story- 
p.m., at the University of Kansas Medical telling circles. People of all ages and from 
Ce&terb Batteniield Auditorium (comer many religious nadidons were inyolved 
ofOlath& Blvd..and Rainbow Blvd. in in the prQject 
Kansas City, GIL). Following the perfor- ~epe&maxeonOct9isspon- 
mance,&erewi~afaciitateddiscussion soredbytkKUMedCentet,theRo&le 
o”. community issues raised by th& play. _ Minirterial A&rue, and other coinrmnriry 

The play’s content is &awn from pamxrs.Wehopetoseeyouatthisimpor- 
real-life stories of Kansas City resi&nts mlt event in our local community. lz!l 

Membership u.$icutio~ 
Annual business &es: $100 q Annual household dues: $1; 

‘ 

Name of businus or name ofhousehold 

Address City, . srau ZIpcode 

contaupeIKm 

Day phone Evening phone FSX 

E-mail addrcsa . - 
Please mail application, along with check made payabk to: 
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KU Hospital tests resuscitative fluid 

Elaine Bessier. Staff Writer August CM,2005 I 

The University of Kansas Hospital is among 21 Level I trauma centers 
, nationally, and the only one in Kansas, participating in a ground-breaking 

clini~cal trial. 

The trial will evaluate the 
safety and effectiveness of 
PolyHeme in treating 
critically injured and 
bleeding patients. 
PolyHeme is a tempdrary, 
oxygen-carrying, red blood 

The University of Kansas 

P Real Estate 

b Fun and Games 

Hospital and Medical 
Center on Monday 
announced a month-long 
campaign to inform the 
public about the study. 
Public meetings are 
scheduled for October. 

Pai:ients come to KU 

Advertisement 

Hospital from Johnson, Douglas, Wyandotte and Leavenworth counties. 

The Food and Drug Administration study will involve 720 patients nationwide, 
said the study coordinator at KU, Suzanne Porras, RN, Shawnee. 

“It is an exciting opportunity for us and for the people - very cutting edge. It will 
make a big difference for saving lives in the future,” Porras said. 

The local study is estimated to take six months, said Dr. Dennis Allen, medical 
director for the Kansas City, Kan., Fire Department and one of the co- 
investigators. The study began at the national level more than a year ago and 
so far has 400 participants. 

“Many traumas involve shock, massive blood loss and the lack of ability to 
deliver oxygen,” Allen said. ‘The only thing available is an infusion of salne, or 
sallt water, which restores blood volume but does nothing to restore oxygen. 



The Johnson County Sun Page 2 of 2 

Before, the only thing we had to offer was ‘Turn on the lights and drive faster.“’ 

Polylieme is an immediately available, oxygen-carrying resuscitative fluid. The 
fluid is universally compatible with all blood types and requires no matching. 

Trauima-related injuries are a leading cause of death among Americans under 
45 years old, affecting more than 2 million persons per year. Nearly one in five 
trauma victims dies. 

During the study, survival rates for patients using PolyHeme will be compared 
to those getting saline in the pre-hospital setting and blood at the hospital. ’ 
Blood at the hospital is not necessarily free of side effects. 

“PolyHeme has a component that carries blood. It is not a blood product so 
there is no chance of carrying AIDS,” Allen said. “It has a shelf life of a year and 
is kept in a cooler with ice packs. So far, there have been no reactions or 
outcomes that have made them stop the trials.” 

For test purposes, half of the subjects will receive PolyHeme and half will get 
standard care. 

PolyHeme is given for up to 12 hours or six units. Standard care will be given, if 
needed, afterward. 

Manufactured by Northfield Laboratories Inc. of Evanston, Ill., PotyHeme has 
been rapidly infused in clinical trials in sufficiently large quantities to be 
considered well tolerated, according to research. 

Northfield is paying for the study. The FDA will decide whether the product can 
be marketed. 

O7W Johnson County Sun 2005 
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. THE UNIVERSITY 

a OF KANSAS HOSPITAL 
Trauma Services Administration KUMED 

August 5,2006 

The Honorable Sam Brownback 
United States Senate 
303 Hart Senate (Office Bldg 
Washington DC ?OSiO 

Dear Senator Brownback: 

I am writing to inform you about a very important clinical study that may be 
conducted at the University of Kansas Hospital. 

- 

The University of Kansas Hospital is one of a select number of Level I trauma 
centers in the U.S. being asked to participate in a groundbreaking national clinical study 
to evaluate the li:fe-sustaining potential of PolyHeme@, an investigational temporary 

.oxwdng.redd substitute. in treatinp critically injured and bleeding patients. 
Under the study protocol, which has been cleared for initiation by the U.S. Food and 
Drug Administration (FDA), treatment will begin before arrival at the hospital, either at 
the scene of the injury or in the ambulance, and continue during the initial 12 hour post- 
injury period in the hospitaLThe study will conipare the survival rate of patients 
receiving PolyHeme to that of patients who receive the current standard of care, which is 
salirie (salt water) solution followed, in the hospital, by donated blood, when needed. 

Because the patients eligible for this study are unlikely to be able to provide 
prospective informed consent due to the extent and nature of their injuries, the study will 
be conducted under federal regulations that alIow for clinical research in emergency 
settings using an exception from the requirement for informed consent (21 CFR 50.24). 

Clinical trials at the University of Kansas HospitaI are overseen by the local 
Institutional Review Board (lRB). The IRB is an independent body composed of medical, 
scientific, and nonscientific members, whose responsibility is to ensure the protection of 
the rights, safety., and well-being of patients enrolled in clinical trials. The traditional IRB 
approval of a clinical trial includes a requirement that informed consent be obtained from 
patients before enrollment can occur. Under the current regulations, the IRB responsibIe 
for the review, approval and continuing monitoring of a clinical trial may give approval 
for patient enrollment in triaIs in emergency situations without requiring informed 
consent provided1 specific criteria are met. The patients must be in a fife-threatening 
situation, and the: experimental therapy being evaluated must offer patients the potential 
for direct clinical benefit in the form of increased survival. 



THE UNIVERSITY 
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OF KANSAS HOSPITAL 
Trauma Sarvices Administration RCUMEB 

Before enrollment (placing subjects in the trial) can begin, the regulations require 
public disclosure of information about the trial, including the potential risks and expected 
benefits. Consultation must also occur with representatives of the community where the 
study will be conducted and from which the study population will be drawn. The process 
is highly individualized and is tailored to. the specific community and patient population 
involved. Our inlstitution is beginning this process now. The purpose of this letter is to 
provide you with the background information in case any of your constituents contacts 
you regarding the study. 

PolyHeme”, manufactured by Northfield Labpratories Inc. of Evanston, IIlinois, 
is a universally compatible, immediately available, temporary oxygen-carrying 
resuscitativeflu5d designed for use in urgent blood loss when blood is not immediately 
available. Northfield Laboratories has completed five human clinical trials over the past 
decade. PolyHeme has been rapidly infused during urgent life-threatening blood loss in 
sufficiently large: quantities to be considered well-tolerated and may be useful in the 
treatment of large volume blood loss in trauma and surgical settings. Northfield is 

mlae~rhin~~~y~n~eI~i~~~~~lyHerne~n~e 

a 
battlefield, reflecting the potential utility of PolyHeme for the military and the 
Department of Defense. 

We are excited about this groundbreaking clinical study. Trauma-related injuries 
are aIeading cause of death among Americans under 45 years old, according to the 
CDC’s National Center for Injury Prevention and Control. In fact, almost one in five 
trauma patients nationally die from their injuries. We believe that if we can begin to treat 
these patients very early with an oxygen-carrying solution and keep their hemoglobin 
levels up, we might well see more survivors among trauma victims in our community. 

Please feel free to contact me directly should you wish to discuss this study and 
the implications for our,community. I can be reached at 913-588-7230. 

If you have questions about the rights of research patients, please call the If you have questions about the rights of research patients, please call the 
University of Kansas Medical Center Human Subjects Committee at 9 13 University of Kansas Medical Center Human Subjects Committee at 9 13 

Prietigator 
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August 5.2006 

The Honorable Dennis Moore 
U.S. House of Representatives 
1727 Longworth House Office Bldg 
Washington DC 20515 

Dear Congressman Moore: 

I am writing to inform you about a very important clinical study that may be 
conducted at the: University of Kansas Hospital. , , 

- 

m 

The University of Kansas Hospital is one of a select number of Level I trauma 
centers in the US. being asked to participate in a groundbreaking national clinical study 
to evaluate the life-sustaining potential of PolyHemeQ9, an investigational temporary 
oxygen-carry& red blood substitute, in treating critically injured and bleeding patients. 
Under the study protocol, which has been cleared for initiation by the U.S. Food and 
Drug Administration (FDA), treatment will begin before arrival at the hospital, either at 
the scene of the injury or in the ambulance, and continue during the initial 12 hour post- 
injury period in the hospitaLThe study will compare the survival rate of patients 
receiving PolyH:eme to that of patients who receive the current standard of care, which is 
saline (salt water) solution followed, in the hospital, by donated blood, when needed. 

Because the patients eligibIe for this study are unlikely to be able to provide 
prospective informed consent due to the extent and nature of their injuries, the study will 
be conducted under federal regulations that allow for clinical research in emergency 
settings using an exception from the requirement for informed consent (2 1 CFR 50.24). 

Clinical trials at the University of.Kansas Hospital are overseen by tbe local 
Institutional Review Board (IRB). The IRB is an independent body composed of medical, 
scientific, and nonscientific members, whose responsibility is to ensure the protection of 
the rights, safety, and well-being of patients enrolled in clinical trials. The traditional IRB 
approval of a clinical trial includes a requirement that informed consent be obtained from 
patients before enrollment can occur. Under the current regulations, the IRB responsible 
for the review, approval and continuing monitoring of a’clinical trial may give approval 
for patient enrollment in trials in emergency situations without requiring informed 
consent provided specific criteria are met. The patients must be in a life-threatening 
situation, and the experimental therapy being evaluated must offer patients the potential 
for direct clinical benefit in the form of increased survival. 
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Before enrollment (placing subjects in the trial) can begin, the regulations require 
public disclosure of information about the trial, including the potential risks and expected 
benefits. Consultation must also occur with representatives of the community where the 
study will be colnducted and from which the study population will be drawn. The process 
is highly individualized and is tailored to the specific community and patient population 
involved. Our institution is beginning this process now. The purpose of this letter is to 
provide you with the background information in case any of your constituents contacts 
you regarding the study. 

PolyHeme”, manufactured by Northfield Laboratories Inc. of Evanston, Rlinois, 
is a universally compatible, immediately available, temporary oxygen-carrying 
resuscitative flu,id designed for use in urgent blood loss when blood is not immediately 
available. Northfield Laboratories has completed five human clinical trials over the past 
decade. PolyHeme has been rapidly infused during urgent life-threatening blood loss in 
sufficiently large quantities to be considered well-tolerated and may be useful in the 
treatment of large volume blood loss in trauma and surgical settings. Northfield is 
currently working with the U.S. Army on developing the use of PolyHeme on the 
battlefield, reflecting the potential utility of PolyHeme for the military and the 

a 

Department of Defense. 

We are excited about this groundbreaking clinical study. Trauma-related injuries 
are a leading cause of death among Americans under 45 years old, according to the 
CDC’s National Center for Injury Prevention and Control. In fact, almost one in five 
trauma patients nationally die from their injuries, We believe that if we can begin to treat 
these patients very early with an oxygen-carrying solution and keep their hemoglobin 
levels up, we might well see more survivors among trauma victims in our community. 

Please feel free to contact me directly should you wish to discuss this study and 
the implications for our community. I can be reached at 9 13-588-7230. 

If you have questions about the rights of research patients, please call the 
University of Kansas Medical Center Human Subjects Committee at 91 

Principal Investigator 
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August 5,2006 

The Honorable lferry Moran 
U.S. House of Representatives 
2443 Raybum House Office Bldg 
Washington DC 205 15 

Dear Congressman Moran: 

I am writing to inform you about a very important clinical study that may be 
conducted at the:‘University of Kansas Hospital. 

- 

* 

The University of Kansas Hospital is one of a select number of Level I trauma 
centers in the U.S. being asked to participate in a groundbreaking national clinical study 
to evaluate the life-sustaining potential of PolyHeme@, an investigational temporary 
oxygen-carrying red blood substitute, in treating critically injured and bleeding patients. 
Under the study protocol; which has been cleared for initiation by the U.S. Food and 
Drug Administration (FDA), treatment will begin before arrival at’the hospital, either at 
the scene of the injury or in the ambulance, and continue during the initial 12 hour post- 
injury period in the hospitaLThe study will compare the survival rate of patients 
receiving PolyHeme to that of patients who receive the current standard of care, which is 
saline (salt water) solution followed, in the hospital, by donated blood, whtn needed. 

Because the patients eligible for this Ptudy are unlikely to be able to provide 
prospective informed consent due to the extent and nature of their injuries, the study will 
be conducted under federal regulations that allow for clinical research in emergency 
settings using an exception from the requirement for informed consent (2 1 CFR 50.24). 

Clinical trials at the University of Kansas Hospital are overseen by the local 
Institutional Review Board (IRB). The IRES is an independent body composed of medical, 
scientific, and nonscientific members, whose responsibility is to ensure the protection of 
the rights, safety, and well-being of patients enrolled in clinical trials. The traditional IRB 
approval of a clinical trial includes a requirement that informed consent be obtained from 
patients before enrollment can occur. Under the current regulations, the IREI responsible 
for the review, approval and continuing monitoring of a clinical trial may give approval 
for patient enrollment in trials in emergency situations without requiring informed 
consent provided sptiific criteria are met. The patients must be in a life-threatening 
situation, and the experimental therapy being evaluated must offer patients the potential 
for direct clinical benefit in the form of increased survival. 

3901 Rainbow Boulevard Kalnsas City, Kansas 66160-7840 Phone (913) 588-5429 Fax (913) 588-5219 www.kumed.com 
I I I I 
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Before enrollment (placing subjects in the trial) can begin, the regulations require 
public disclosure of information about the trial, including the potential risks and expected 
benefits. Consultation must also occur with representatives of the community where the 
study will be conducted and from which the study population will be drawn. The process 
is highly individualized and is tailored to the specific community and patient population 
involved. Our institution is beginning this process now. The purpose of this letter is to 
provide you with the background information in case any of your constituents contacts 
you regarding the study. 

PolyHeme”, manufactured by Northfield Laboratories Inc. of Evanston, Illinois, 
is a universally compatible, immediately available, temporary oxygen-carrying 
resuscitative fluid designed for use in urgent blood loss when blood is not immediately 
available. North:Beld Laboratories has completed five human clinical trials over the past 
decade. PolyHeme has been rapidly infused during urgent life-threatening blood loss in 
sufficiently largi: quantities to be consider&d well-tolerated and may be useful in the 
treatment of large volume blood loss in trauma and surgical settings. Northfield is 
currently working with the U.S. Army on developing the use of PolyHeme on the 
battlefield, reflecting the potential utility of PolyHeme for the military and the 
Department of Defense. 

We are excited about this groundbreaking clinical study. Trauma-related injuries 
are a leading cause of death among Americans under 45 years old, according to the 
CDC’s National Center for Injury Prevention and Control. In fact, almost one in five 
trauma patients nationally die from their injuries. We believe that if we can begin to treat 
these patients very early with an oxygen-carrying solution and keep their hemoglobin 
levels up, we might well see more survivors among trauma victims in our community. 

Please feel free to contact me directly should you wish to discuss this study and 
the implications for our community. I can be reached at 913-588-7230. 

If you ha.ve questions about the rights of research patieats, please call the 
University of Kansas Medical Center Human Subjects Committee 

Sincerely y&/d 

MiFhael kf&&re, M.D. / 
Principal Investigator / 

3901 Rainbow Boulevard Kansas City, Kansas 66160-7840 Phone (913) 588-5429 Fax (913) 588-5219 www.kumed.com 
I I I I 
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August 5,2006 

The Honorable Pat Roberts 
United States Senate 
109 Hart Senate Office Bldg 
Washington DC 20510 

Dear Senator Roberts: 

I am writing to inform you about a very important clinical ‘study that may be 
conducted at the Un@ersity of Kansas Hospital; 

The University of Kansas Hospital is one of a select number of Level I trauma 
centers in the U.13. being asked to participate in a groundbreaking national clinical ‘study 
to evaluate the life-sustaining potential of PolyHeme@, an investigational temporary 
oxygen-carrying red blood substitute, in treating critically injured and bleeding patients. 
Under the study :protocol, which has been cleared for initiation by the U.S. Food and 
Drug Administration (FDA), treatment will begin before arrival at the hospital, either at 
the scene of the injury or in the ambulance, and continue during the initial 12 hour post- 
injury period in the hospitaLThe study will compare the survival rate of patients 
receiving PolyHeme to that of patients who receive the current standard of care, which is 
saline (salt water) solution foljowed, in the hospital, by donated blood, when needed. 

Because the patients eligible for this study are unlikely to be able to provide 
prospective informed consent due to the extent and nature of their injuries, the study will 
be conducted under federal regulations that allow for clinical research in emergency 
settings using an exception from the requirement for informed consent (21 CFR 50.24). 

Clinical trials at the University of Kansas Hospital are overseen by the local 
Institutional Reviiew Board (IRB). The IRB is an independent body composed of medical, 
scientific, and nonscientific members, whose responsibility is to ensure the protection of 
the rights, safety, and well-being of patients enrolled in clinical trials. The traditional IRB 
approval of a clinical trial includes a requirement that informed consent be obtained from 
patients before enrollment can occur. Under the current regulations, the IRB responsible 
for the review, approval and continuing monitoring of a clinical trial may give approval 
for patient enrollment in trials in emergency situations without requiring informed 
consent provided specific criteria are met. The patients must be in a life-threatening 
situation, and the experimental therapy.being evaluated must offer patients the potential 
for direct cIinica1 benefit in.t.he form of increased survival. 

3901 Rainbow Boulevard Kansas City, Kansas 66160-7840 Phone (913) 588-5429 Fax (913) 588-5219 
I I I 

www.kumed.com 
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Before enrollment (placing subjects in the trial) can begin, the regulations require 
public disclosure of information about the trial, including the potential risks and expected 
benefits. Consultation must also occur with representatives of the community where the 
study will be conducted and from which the study population will be drawn. The process 
is highly individualized and is tailored to the specific community and patient population 
involved. Our institution is beginning this process now. The purpose of this letter is to 
provide you with the background information in case any of your constituents contacts 
you regarding the study. 

-- 

l 

PolyHertie”, manufactured by Northfield Laboratories Inc. of Evanston, Illinois, 
is a universally compatible, immediately available, temporary oxygen-carrying 
resuscitative fluid designed for use in urgent blood loss when blood is not immediately 
available. Northfield Laboratories has completed five human clinical trials over the past 
decade. PolyHelme has been rapidly infused’during urgent life-threatening blood loss in 
sufficiently large quantities to be considered well-tolerated and may be useful in the 
treatment of large volume blood loss in trauma and surgical settings. Northfield is 
currently working with the U.S. Army on developing the use of PolyHeme on the 
battlefield, reflecting the potential utility of PolyHeme for the military and the 
Department of Defense. 

We are excited about this groundbreaking clinical study. Trauma-related injuries 
are a leading cause of death among Americans under 45 years old, according to the 
CDC’s National Center for Injury Prevention and Control. In fact, almost one in five 
trauma patients nationally die from their injuries. We believe that if we can begin to treat 
these patients very early with an oxygen-carrying solution and keep their hemoglobin 
levels up, we might well see more survivors among trauma victims in our community. 

Please felel free to contact me directly should you wish to discuss this study and 
the implications for our community. I can be reached at 913-588-7230. 

If you have questions about the rights of research patients, please call the If you have questions about the rights of research patients, please call the 
University of Kans& Medical Center Human University of Kansas Medical Center Human Subjects Committee a Subjects Committee a 

Principal Inves&$,/ 
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August 5,2006 

The Honorable .Jim Ryun 
U.S. House of Representatives 
1110 Longwortb House Office Bldg 
Washington DC 205 15 

Dear Congressman Ryun: 

I am writing to inform you about a very important clinical study that may be 
conducted at the University of Kansas Hospital. 

The University of Kansas Hospital is one of a select number of Level I trauma 
centers in the US. being asked to participate in a groundbreaking national clinical study 
to evaluate the life-sustaining potential of PolyHeme@, an investigational temporary . 
oxygen-canv& red blood substitute, in treatinp critically- patients. 
Under the study protocol, which has been cleared for initiation by the U.S. Food and 
Drug Administration (FDA), treatment will begin before arrival at the hospital, either at 
the scene of the injury or in the ambulance, and continue during the initial 12 hour post- 
injury period in the hospitaLThe study will compare the survival rate of patients 
receiving PolyHeme to that of patients who receive the current standard of care, which is 
saline (salt wate,r) solution followed, in the hospital, by donated blood, when needed. 

Because the patients eligible for this study’are unlikely to be able to provide 
prospective informed consent due to the extent and nature of their injuries, the study will 
.be conducted under federal regulations that allow for clinical research in emergency 
settings using an exception from the requirement for informed consent (2 1 Cl% 50.24). 

Clinical trials at the University of Kansas Hospital are overseen by the local 
Institutional Review Board (JRB). The IRB is an independent body composed of medical, 
scientific, and nonscientific members, whose responsibility is to ensure the protection of 
the rights, safety, and well-being of patients enrolled in clinical trials. The traditional JRB 
approval of a clinical trial includes a requirement that informed consent be obtained from 
patients before enrollment can occur. Under the current regulations, the JRB responsible 
for the review, approval and continuing monitoring of a clinical trial may give approval 
for patient enrollment in trials in emergency situations without requiring informed 
consent provided specific criteria are met. The patients must be in a life-threatening 
situation, and the experimental therapy being evaluated must offer patients the potential 
for direct clinical benefit in the form of increased survival. 
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Before enrollment (placing subjects in the trial) can begin, the regulations require 
public disclosme of information about the trial, including the potential risks and expected 
benefits, Consultation must also occur with representatives of the community where the 
study will be conducted and from which the study population will be drawn. The process 
is highly individualized and is tailored to the specific community and’patient population 
involved. Our institution is beginning this process now. The purpose of this letter is to 
provide you with the background information in case any of your constituents contacts 
you regarding the study. 

PolyHeme”. manufactured by Northfield Laboratories Inc. of Evanston, Illinois, 
is a universally compatible, immediately available, temporary oxygen-carrying 
resuscitative fluid designed for use in urgent blood loss when blood is not immediately 
available. Northfield Laboratories has completed five human clinical trials over the past 
decade. PolyHelme has been rapidly infused during urgent life-threatening blood loss in 
sufficiently large quantities to be considered well-tolerated and may be useful in the 
treatment of large volume blood loss in trauma and surgical settings. Northfield is 
currently working with the U.S. Army on developing the use of PolyHeme on the 
battlefield, reflecting the potential utility of PolyHeme for the military and the 
Department of Defense. 

We are excited about this groundbreaking clinical study. Trauma-related injuries 
are a leading cause of death among Americans under 45 years old, according to the 
CDC’s National Center for Injury Prevention and Control. In fact, almost one in five 
trauma patients .nationally die from their injuries. We believe that if we can begin to treat 
these patients very early with an oxygen-carrying solution and keep their hemoglobin 
levels up, we might well see more survivors among trauma victims in our community. 

Please fe:el free to contact me directly should you wish to discuss this study and 
the implications for our community. I can be reached at 913-588-7230. 

If you have questions about the rights of research patients, please call the 
University of Kansas Medical Center Human Subjects Co 

Principal Investigat 
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August 5,2006 

The Honorable Todd Tiahrt 
U.S. House of Representatives 
244 1 Raybum House Offtce Bldg 
Washington DC! 205 15 

. Dear Congressman Tiahrt: 

I am writing to inform you about a very important clinical study that may be 
conducted at the University of Kansas Hospital. 

The University of Kansas Hospital is one of a select number of Level I trauma 
centers in the, U.S. being asked to participate in a groundbreaking national clinical study 
to evaluate the life-sustaining potential of PolyHeme@, an investigational temporary 
oxygen-carrying red blood substitute, in treating critically injured and bleeding patients. 
Under the study protocol, which has been cleared for initiation by the U.S. Food and 
Drug Administration (FDA), treatment will begin before arrival at the hospital, either at 
the scene of the injury or in the ambulance, and continue during the initial 12 hour post- 
injury period in the hospitalTThe study will compare the survival rate of patients 
receiving PolyHeme to that of patients who receive the current standard of care, which is 
saline (salt water) solution followed, in the hospital, by donated blood, when needed. 

Because the patients eligible for this study are unlikely to be able to’provide 
prospective informed consent due to the extent and nature of their injuries, the study will 
be conducted under federal regulations that allow for clinical research in emergency 
settings using an exception from the requirement for informed consent (21 CFR 50.24). 

Clinical trials at the University of Kansas Hospital are overseen by the local 
Institutional Review Board (IRB). The IRB is an independent body composed of medical, 
scientific, and nonscientific members, whose responsibility is to ensure the protection of ’ 
the rights, safety, and well-being of patients enrolled in clinical trials. The traditional IRB 
approval of a clinical trial includes a requirement that informed consent be obtained from 
patients before enrollment can occur. Under the current regulations, the lRB responsible 
for the review, approval and continuing monitoring of a clinical trial may give approval 
for patient enrollment in trials in emergency situations without requiring informed 
consent provided! specific criteria are met. The patients must be in a life-threatening 
situation, and the: experimental therapy being evaluated must offer patients the potential 
for direct clinical benefit in the form of increased survival. 
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Before enrollment (plac ing subjec ts  in the trial) can begin, the regulations  require 
public  dis c losure of information about the trial, inc luding the potential ris k s  and expected 
benefits . Consultation must also occur with representatives of the community  where the 
s tudy will be conducted and from which the s tudy population will be drawn. The process 
is  highly  indiv idualized and is  tailored to the specific  community  and patient population 
involved. Our ins titution is  beginning this  process now. The purpose of this  letter is  to 
provide you with the background information in case any of your const ituents  contacts 
you regarding the s tudy. 

PolyHerne*, manufactured by Northfield Laboratories Inc . of Evanston, Blinois , 
is  a universally  compatible, immediately  available, temporary oxygen-carrying 
resusc itative fluid designed for use in urgent blood los s  when blood is  not immediately  
available. Northfield Laboratories has completed five human c linica l trials  over the past 
decade. PolyHelme has been rapidly  infused during urgent life-threatening blood los s  in 
sufficiently large quantities  to be considered well-tolerated and may be useful in the 
treatment, of large vo lume blood los s  in trauma and surgica l settings. Northfield is  
currently working with the U.S. Army on developing the use of PolyHeme on the 
battlefield, reflelc ting the potential utility  of PolyHeme for the mili taryandthe 
Department of Defense. 

W e are exc ited about this  groundbreaking c linica l s tudy. Trauma-related injuries  
are a leading cause of death among Americans under 45 years old, according to the 
CDC’s  National Center for Injury  Prevention and Control. In fac t, almost one in five 
trauma patients  nationally  die from their injuries . W e believe that if we can begin to treat 
these patients  very  early  with an oxygen-carrying so lution and keep their hemoglobin 
levels  up, we might well see more surv ivors  among trauma v ic tims  in our community . 

Please feel free to contact me direc tly  should you wish to discuss  this  s tudy and 
the implications for our community . I can be reached at 913-588-7230. 

If you have questions about the rights  of research patients , please call the 
Univers ity  of Kansas Medical Center Human Subjec ts  Comm 

M.ichael%ure, w 
Princ ipal Invest igator 
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Johnson County Med-Act may participate in the University of Kansas Hospital’s 
study of PolyHeme, a temporary, oxygencarrying, red-blood-cell substitute to 
trealt critically injured and bleeding patients. 

KU discussed the study 
with Med-Act several 
months ago. Med-Act’s 
medical advisory 
committee wii consider 
whether the ambulance 
ser&e should participate, 
said Ted McFarland, chief _r__- 
of Med-Act. 

P Personal Finance 

August 11, zoos 

BEmail to a frlend OVolce your opinion 

1 Fun and Games 

KU is one of a few Level 1 
trauma centers nationwide 
chosen to participate in the 
natiional clinical trial to 
evaluate PolyHeme. 

“If the committee does want us to participate, they will be drafting protocols to 
define how we participate,” McFarland said. “Jssues involved in the decision 
include whether or not the research is going to be relevant to our group. The 
University of Kansas Hospital is not our primary destination; Overland Park 
Regional Medical Center is. KU would be just a subset of our trauma patients, 
most of which go to Overland Park Regional Medical Center.” 

The project is in the early stages. KU is trying to find out whether there is 
community support for the study, McFarland said. 

“It is not a typical study because it involves a product that is blood derived. It 
also involves issues such as the fact that it is given without consent. Another 

htt~://www.zwire.com/site/news.cfm?newsid=15012703&BRD=1 459&PAG=46 l&dept-i... 8/l 2/2005 
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issue (for Med-Act) is the number of patients this might in 
whether or not these numbers justify our participation.” 

Treatment for patients would begin before arrival at the hospital, either at the 
sceme of the injury or in the ambulance, and continue during a 12-hour post 
injulry period in the hospital. KU could begin the study in October. 

BEmall to a friend HVolce your opinion CTTop 

Sand us your commtmlly news, events. letters to the editw and other suggestions. Now, yvu can submfi 
bitih, wad&g and engagement announcements online too! 

Copyright 0 1995 - 2005 PowcrOne Media. Inc. All Righw Rcmvcd. 
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Blood substitute coulld save patients’ lives 

By COMVIE PARISH, Times Staff Writer 

Trauma-related injuries, such as serious car accidents, are the leading cause of death for people under 
45. 

That’s why University ofKansas physician Michael Moncure is excited about the potential for a 
product that is the subject of a research trial sponsored by the KU Med Center and the University of 
Kansas Hospital. 

A blood substitute, known as PolyHeme, will be the topic of the trial, which could eventually lead to 
approval by the Federal Drug Administration. It is produced by Northfield Laboratories Inc. Moncure, 
the chief investigator for the trial, said it’s produced from “old banked blood that’s getting ready to be 
thrown out.” 

The blood is washed down and sterilized to such a degree that the “cellular envelope” is completely . 
removed, Moncure said. That’s an advantage for several reasons. 

- - .Fir&it-requires no cross-match&g,-and-therefore is compatible-with all blood-types. Patients,who--..--. - ___ ____ 
initially receive this at the accident scene, have no transfusion or immune reactions. Previous studies 

a 
have revealed no infections and patients also appear less likely to have dysfunction of organs such as 
the liver or kidneys. 

Now, the standard of care for patients with what is known as the level one, or most serious, trauma, is a 
saline solution, administered at the scene and in the ambulance on the way to a trauma center, Moncure 
said. 

The hemoglobin, he said, “is the building block; it’s the hemoglobin that carries the oxygen, and that 
oxygen is what sets this apart from the normal saline.” 

In PolyHeme, he said, “the molecule is polymerized and made into a long chain able to carry the same 
amount of oxygen that a normal unit of blood would be able to carry.” 

The PolyHeme units, which have a shelf life of about a year, would be kept on ambulances, such as 
those operated by Leavenworth County Emergency Medical Service. 

The patient would continue to receive PolyHeme until he’s had six units, or 12 hours have elapsed, 
Moncure said. The study coordinator, registered nurse Suzanne Porras, said one hope is that patients 
receiving the blood substitute would spend less time in intensive care and/or need less ventilation or 

. .dialysis. The result could be fewer deaths resulting from the traumas, Moncure said. 

The KU site is one of 21 trauma centers across the nation picked for the study, Moncure said. It is one 
of three certified level onle trauma centers in Kansas and the only one in the Kansas City yea. 

m But nothing about the proposed trial has been easy or fast. Helen Blackwell, director of the human 
research protection program, represents an ethics review board that looks carefirlly at the procedures. 

Because the trial would not require informed consent, the FDA sets stringent requirements, she said. 
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@  
Informed consent likely wouldn’t be possible if a victim is in shock at the scene of a serious accident. 
And if the person was “somewhat lucid, it wouldn’t be appropriate to delay treatment” to obtain that 
consent, she said. 

Because of that status, the team working toward the trial must go through numerous steps. One of the 
most important is informing the public that it’s planned and getting community input, Blackwell said. 

The proposed area for the study includes Leavenworth County as well as Johnson, Wyandotte and 
Douglas counties, all of which might have patients going to the KU trauma center. 

The proposed subjects for the trial would have to meet certain criteria. First, the victim wot,tldhave to 
suffer a level one trauma, which is life threatening. Most Ievel one traumas treated at the Kansas City, 
Kan., hospital involve vehicle accidents. The figure is about 60 percent, Moncure said, noting they do 
treat some gunshot wounds as well. 

The patient also would have to have dangerously low blood pressure, Moncure said. In addition, the 
KU trial involves only patients f?om Kansas. 

Once a patient fits all those criteria, the pick would be random, Blackwell said. The EMS personnel 
would pick an envelope coded randomly and there would be an equal chance for PolyHeme and saline 

-.. .._. -- $w?m?%.-. .,---.-.- -..-.-- -__----_-~-.---~--~~.------_.-~.. .--_ -__--_-_-. _.-- 

a Though informed consenl: isn’t required, the staffmust try every half-hour to fmd a family member who 
could give consent, Moncure said. 

Porras said there is a way for those who object to being part of the trial to opt out. She demonstrated 
blue bracelets a person could wear that say “I Decline the Northfield PolyHeme Study.” 

A person would have to be wearing the bracelet at the time of an accident, Porras said, because there 
wouldn’t be time to go through wallets or pockets to find it. 

The hope is to be able to start the trial by mid-October, with the idea it could last from 12 to 18 months. 
The number of subjects the KU t&l has targeted is’20, which would contribute to the nationwide 
enrollment of 720 patients. 

Before the trial starts, however, large community meetings will be planned, so the public can provide 
input, Blackwell said. One for Leavenworth County will likely be scheduled in Leavenworth, with 
meetings also set for the other three counties. 

Information is also available by accessing the Web site, www.kumc.edu/polyheme/ and 
www.kumed.com or by calling P&as, the study coordinator, at (913) 588-3005. 
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KCK Fire EMS Part of National Study 
KU Hospital and KCK Ambulance Service Conducting Trials on PolyHeme Blood Substitute 

The.University of Kansas Hospital and the KCK Fire Department Emergency Medical Setvice are 
participating in a field trial of PolyHeme, a blood substitute product for use in seriously injured trauma 
patients. 

The oxygen carrying fluid is undergoing field trials nationally prior to securing Food and Drug 
Administration approval. The experiences of KCK EMS personnel are considered vital to that 
approval process. Field trials are set to start in Kansas City, Kansas in September and continue for 

----six-to-eight-months:-- -----.. - 

The University of Kansas Hospital is one of a select number of Level I trauma centers in the US 
chosen to take part in the ground breaking study. PolyHeme is a universally compatible, immediately 
available, oxygen carrying resuscitative fluid designed for use in urgent blood loss when blood is not 
quickly available. 

If someone in the commulnity who would be served by the KCK Fire Department EMS wants to be 
excluded from taking part in the study, an “opt out” wristband is available from the Univeristy of 
Kansas Hospital. Members of the Jehovah’s Witness faith will most likely want to opt out of the 
PolyHeme study. Opt out wristbands are being provided to all Jehovah’s Witness community leaders 
in the metro area. 

For more information about PolyHeme, or how to obtain an “opt out” wristband, go to 
www.kumc.edu/polyheme or www.kumed.com for more information. Citizens can also call the study 
coordinator, Suzanne Poras, at 913-588-3005. 

PUBLIC MEETING ON POLYHEME 
A public meeting for Wyandotte County residents about the PolyHeme study 
is being held on Wednesday, September 21 at 7pm at the University of 
Kansas Medical Center Campus, at the corner of Rainbow and Olathe 
Boulevards in the Elattenfeld Auditorium. 



QUESTIONS AND ANSWERS 
POLYHEMEO TRAUMA TRIAL 

THE UNIVERSITY OF KANSAS HOSPITAL 
THE: UNIVERSITY OF KANSAS MEDICAL CENTER 

Why is this study being conducted? 
To evaluate the safety and efficacy of PolyHeme@ in treating severely injured and bleeding patients, 
starting at the scene of injury, and to assess a potential survival benefit. 

What is the title of this study? 
A Phase Ill, Randomized, Controlled, Open-Label, Multicenter, Parallel Group Study Using Provisions 
for Exception from Informed Consent Requirements Designed to Evaluate the Safety and Efficacy of. 
Poly SFH-P Injection [Polymerized Human Hemoglobin (Pyridoxylated) PolyHeme@] When Used to 
Treat Patients in Hemorrhagic Shock Following Traumatic Injuries Beginning in the Prehospital ‘- 
Setting 

What is PolyHemeB? 
Po/yHeme@ is a temporary oxygen.-canying red blood cell substitute made from human blood. 
Po/yHeme@ requires no cross-matching, and therefore is compatible with a// blood types. PolyHemeB 
is manufactured using steps to reduce the risk of viral transmission. It has a shelf-life of over 12 
months. 

a 

What is the design of this study? 
Patients in “hemorrhagic shock” will begin to receive either saline (salt water), which is the standard 
of care (control), or PolyHeme (investigational treatment). Treatment will begin before arrival at the 
hospital, either at the scene of the injury or in the ambulance, and continue during a 12 hour 
postinjury period in the hospital. 

During this study Polyheme@ is compared to standard of care, saline (salt water) in the pre-hospital 
setting and blood in the hospital. 

At the site of the injury, half of the subjects (like flipping a coin) receive PolyhemeB, half receive 
standard care (saline). It is given by emergency medical personnel before reaching the hospital (may 
be up to 60 minutes). 

Upon arrival to the emergency room, subjects receive PolyhemeB or standard care (blood). 
Subjects that received Po/yheme@ at the emergency site continue to receive Po/yheme@ in the 
hospital instead of standard care (blood). PolyHemeG3 is given for up to 12 hours or 6 units of 
PolyHeme. Standard care (blood) will be given (if needed) affer 12 hours or 6 units of PolyHeme @ . 
Patients who originally receive the saline solution in the field WI// receive standard care (blood) upon 
arrival to the emergency room (standard of care). 

What is hemorrhagic shbock? 
A condition in which a patient has experienced massive blood loss. 
Shock is a life-threatening condition that might include: 

m l Dangerously low blood pressure 
l Internal organs not receiving enough oxygen and have difficulty functioning, which could 

lead to death 



Why is there a need for improvement in the-way trauma patients are treated now? 
Trauma is the leading cause of death among Americans under the age of 45. Currently the only 
available treatment for hemorrhagic shock, when blood is not available, is the infusion of a solution 
that does not carry oxygen such as saline (salt water). Therefore, when blood is not immediately 
available, use of an oxygen carrier such as PolyHeme@ may restore sufficient circulating levels of 
hemoglobin and potential//y improve patient survival. 

There are also risks associated with large infusions of donated blood in trauma patients, including an 
increase in immune function which may cause failure of vital organs and death in some patients who 
receive transfusions [A. Sauaia et al., Archives of Surgery (1994), Volume 129:39-45]. In a controlled 
Phase II trial in hospitalized trauma patients, higher levels of immune markers were seen in patients 
receiving blood transfusions as opposed to those who received PolyHemeB [E. E. Moore, Journal of 
American College of Surgeons (2003), Volume 796 (7)j. 

What is the current standard of care? How are trauma patients usually treated? 
Bleeding patients are given a solution, such as saline, at the scene or in the ambulance to raise blood 
pressure. When patients arrive at the hospital, they are given Type 0 blood, if needed immediate/y, 
and later receive cross-matched blood, when available, if they continue to need blood transfusion. 

. Who 1s eligible for the study? 
Patients who have lost a large amount of blood and are in shock 
Patients who are at least 18 years old 

----Pafientswho-have-sustained-severe-injuries------ 

0 Who will be excluded from the study? 
Women who are obviously pregnant 
Patients with severe brain injuries 
Patients who require CPR to maintain their heartbeat 
Patients with ?.rnsurvivab~le” injuries 
Patients who are known to object to blood transfusions 
Patients who are known to refuse resuscitation 

How many patients wiil be enrolled in the study? 
A total of 720 patients will be enrolled in the study; 36d patients in the control group and 360 patients 
in the PolyHemeQ group. 

Has enrollment begun anywhere? 
Current/y, enrollment is underway at 7 7 Level I trauma centers across the United States. A list of 
those centers is available at www.clinicaltrials.aov. The FDA has approved this study as well as a 
total of 22 Institutional Review Boards. One IRB did not approve the study. 

How will patient safety be assured in this trial? 
An Independent Data Mo.nitoring Committee, consisting of independent medical and statistical 
experts, is responsible for periodically evaluating the safety data from the trial and making 
recommendations relating to the continuation or modification of the trial protocol to minimize any risks _ 
to patients. The protocol includes four planned evaluations that occur after the first 60, 120, 250 and 
500 patients have been enrolled and monitored for a 30day follow-up period. 

m . 



What has been the experience with the study since it has begun? 
The Independent Data Monitoring Committee (/DAK) has reviewed the safety data on mortality and 
serious adverse events 14-om the ongoing trauma study after the first 60, 120 and 250 patients were 
enrolled and followed for 30 days. After these three safety looks, the Committee recommended that 
the study continue without any change. In addition, at the 250 patient took, the /DAK conducted an 
adaptive sample size determination as specified in the protocol. A blinded power analysis was 
pertWned to determine #any increase in the sample size of the study was necessary. The 
assessment was based on a comparison between the mortality rate predicted in the protocol and the 
observed mortality rate ir7 the trial to date. The iDMC has concluded that no adjustment in the 
number of patients to be enrolled in the study is required. 

How many units of PolyHeme@ have been given to patients previously? 
Northfield has experienoe with PoiyHeme@ in patients with acute blood loss in trauma and elective 
surgery in the hospital setting, including those who have received up to 20 units (pints) containing 
1,000 gm of PoiyHemeB. The normal volume of blood in a human is 70 units (pints) containing 500 
gm of hemoglobin. This means that up to two times the normal volume of blood in a human has been 
replaced by PoiyHeme@ Some of these patients were kept alive while losing virtual/y ail of their own 
blood during ongoing bleeding and receiving only PoiyHemeB as replacement. Observations in these 
patients have suggested the life-sustaining potential of PoiyHeme@ in the treatment of urgent iife- 
threatening blood loss and life-threatening hemoglobin levels [Gould et ai, Journal of American 
College of Surgeons (2002), Volume 195 (4)J. 

What has been the safety experience with PolyHeme@ in prior studies? 
During the course of evakration of any investigational product, both adverse experiences and serious 
adverse experiences can occur. These may be due to either the underlying condition of the patient, 
the treatment setting, or the investigational product itself Both adverse experiences and serious 
adverse experiences have occurred in prior studies. 

PotyHemeQ was studied in one trial in patients experiencing planned acute blood loss while 
undergoing elective surgery for abdominal aortic aneurysm. The trial included a non-routine 
procedure called acute normovoiemic hemodiiution (ANH) in which a large quantity of the patient’s 
own blood, up to 60%, is removed prior to the surgery, and is later replaced. The procedure in this 
study resulted in the infusion of large volumes of blo,od in addition to up to 6 units of PoiyHemeQ in 
the experimental group, while smaller overall volumes of blood alone were administered in the control 
group. Serious cardiovascular adverse experiences occurred more frequently in the PoiyHemeB 
group. The patients in th,is study were older with more cardiovascular risk factors than those in the 
trials in trauma patients. it cannot be determined whether these findings are due to the more 
extensive A NH in the PoivHeme@ group, to the reinfusion of more blood following surgery in the 
PolyHeme@ group or to PoiyHeme@ itself 

in trauma patients, Po/yHeme@ has been rapidly infused during urgent life-threatening blood loss in 
sufr7cientiy large quantities, up to 20 units (pints), to be considered well-tolerated in this patient 
population [Gould et ai, Journal of American Coiiege of Surgeons (2002), Volume 195 (4)]. 

What is an exception from informed consent? 
Patients are enrolled (put) in a clinical study without giving informed consent before being enrolled. 



Why was such an exception granted in connection with this study? 
Patients are in a life-threatening situation, available treatments are unproven or unsatisfactory, and 
the collection of valid scientific evidence is necessary to determine the safety and effectiveness of 
particular interventions. 

Participating in the study has the potential for of direct benefit to the enrolled patients, defined as an 
increase in survival, because: 

l Patients are in a life-threatening situation that necessitates intervention 
l Previous studies support the potential to provide a direct benefit to enrolled patients 
l Risks associated with the use of the PolyHemeB are reasonable in relation to what is 

known about the patients’ medical condition, the risks and benefits of standard therapy, 
and the risks and benefits of the proposed intervention 

It is expected that patients will be unable to give informed consent because the extent of their injuries 
and the fact that they are in shock. 

It is unlikely that there will be time to find and ask for consent from the patient’s legally authorized 
representative (LAR) or to provide an opportunity for a family member to object to the patient’s 
enrollment before beginning treatment. 

Who grants such exceptions? 
The U.S. Food and Drug Administration (FDA) under regulations called 21 Code of Federal 
Regulations 50.24 specii%s the con@tlons under wfii6h an except!on from informed consent may be 
obtained. The Institutional Review Board (IRB) associated with each hospital apprqves its use 
locally. 

-- 

What if someone doesn’t want to participate in this study? 
If someone in the community would like to be excluded from participating in this study, an “opt out” 
wristband will be provided at no cost. If someone in the community is involved in a trauma and they 
are wearing the wristban,d they will not be placed in the study. information regarding how to obtain the 
“opt out” wristband will be available on the KU websites: www.kumc.edu and wwwkumed. corn or by 
calling the study coordinator, Suzanne Porras, R.N. at 913-588-4022. 

what if a patient wants to stop their participation in the study? 
Patients can withdraw from the study, without prejudice, at any time by notifying the investigator. If 
the patient is not competlent to be making decisions about their participation, a fami/y member does 
have the abi/ity to request that the patient’s participation be ended. 

Will patients still receive treatment if they don’t want to participate in the study? 
Patients will still receive fhe standard of cara if they decline to participate in this study. 

What are the potential benefits of PolyHemeB? 
PolyHemeB may increase the likelihood of survival atier traumatic injuty . 
The need for blood transfusion might be reduced 
Patients might avoid a reduction in the function of internal organs that sometimes follows blood 
transfusion 

What are the potential risks of PolyHeme@? 
Rash 
Increased blood pressure 
Kidney or liver ,damage 



Transmission of hepafifis and HIV viruses 
,- Unforeseen happenings ._ . 

PolyHeme@ may be less effective than blood 
. .- . 

Some of these risks may lead to death. 

How much will it cost patients to participate? 
There is no charge to fhe patient to participate in this study. The costs of certain /a&oratory tests that 
are required will be paid by the study sponsor. 

Will patients get paid to participate? 
No, patients will not be paid to participate in this study. 

Who is the manufacturer of PolyHeme@? 
Northfield Laboratories Inc., Evanston, IL. For more information, visif www.notthfieldlabs.com 
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Briefing Sheet for Study Session 

To: Board of County Commissioners 
Michael Plress, County Manager 

From Ted McFarlane, Chief, Med-Act . . 
Date: September 15.2005 

. 

Issue: KU Medical Center is asking the Commission to endorse a research study 
involving people in Johnson County who experience significant physical trauma and are 
treated in the pre-hospital setting by Med-Act. 

Background: Med-Act provides pre-hospital medical care to victims of accidents who 
suffer a traumatic injury. The Johnson County Medical Society has approved treatment 
guidelines (protocols) for Med-Act which provide for the’transport of these victims to the 
closest trauma center. There are 2 trauma centers that routinely receive Med-Act 
patients, the Overland Park Regional Medical Center and the KU Medical Center. The 
destination hospital is determined based on the shortest travel time from the,scene of the 
accident, In the re:cent l-year period we transported 360 patients to OPRMC and 75 

gatients-to-the-KUMG--Mos~of-~e..severe~-injured.pa~ents-suffer~om-shock~~e--------------. 
pre-hospital treatment of these patients usually involves the administration of saline IV 
solutions to increase the volume of the circulatory~system. Once in the hospital, if there 
has been significant blood loss, the patient would receive blood. KUMC is participating 
in a study of a new product called PolyHeme. PolyHeme is a temporary blood substitute 
made from human blood. It retains the oxygen carrying capacity of blood but without the 
other properties of blood The study involves administering PolyHeme in the pre- 
hospital setting by EMS personnel. Typically, patients must consent to participate in a 
medical research project. In the case of PolyHeme the patient will be in no condition to 
consent or refuse so the FDA has insisted that the research facility obtain community 
consent. 

Analysis: KUMC has asked Med-Act to participate in the study. The Johnson County 
Medical Society EMS Committee has met concerning this request and recommends that 
Med-Act participate in the study. Dr. Richard Rosenthal, Chairman of the Committee 
and the Med-Act Medical Director, will attend the study session to answer the 
Commission questions. The logistics of Med-Act’s participation in the study are 
reasonable. We would utilize our 3 most northern ambulances because they are the most 
likely to transport to KUMC. ThePolyheme will be provided to us at no cost by KUMC. 
Northfield Laboratories, the PolyHeme manufacturer, will provide all training for our 
staff reimburse us for training costs, and provide the retigerated PolyHeme storage 
containers. Northfield has also agreed to indemnify all study participants. The addition 
of PolyHeme to the standard of care for trauma patients has the potential to greatly 
improve patient outcomes for those patients who fall into the inclusion group. 

Alternative: Choose to not participate in the study and continue providing care in 
accordance with the current standard of care. 



, 

l 
Legal Review: It will be necessary for legal to review the program before action is 
taken. 

Funding: No additional county funding is required. 

Budget Approval: Scott A. Neufel$ Budget Directoi (bv ch) 

Recommendation: Staff recommends that the Commission consider all community 
input and seriousIy consider authorizing Med-Act and Johnson County citizens to 
participati: in the study. 

_ -_.-.____-____-_ _ _______________ _____-_____- ___.__ --_--__-_----.----.-. 

l 



FOR APPROV’AL ONLY/DRAFT ONE 

Don’t Miss Your Chance to Learn More 
and Express Your Views About 

a Research Study Proposed 
for Wyandotte County 

7 pm Wednesday 
. September 21,2005 

Battenfeld Auditorium 
Southwest corner (Rainbow and Olathe Blvds.) of the 

Uniyersity of Kansas Medical Center campus 
! Park in Olathe Boulevard Garage 

-.-._- -__.- The University of Kansas Hospital (and partner The University of Kansas Medical ----Pm__.-. ----_ *- ------_ 
Center) is one of a select number of trauma centers in the U.S. being asked to participate in a 

national clinicall research study to evaluate the safety and effectiveness of PolyHeme@, an 

oxygen-carrying blood substitute, in treating critically injured and bleeding patients. 

Because the patients eligible for this study are unable to provide informed consent 

due to the extent and nature of their injuries, the study will be conducted under federal 

,. regulations that allow subjects to be pIaced in a research study without giving informed 

consent. These federal regulations require the hospital and university to conduct community 

meetings to inform the public about plans for the study and solicit public comment, 
For more information, go to www.kumc.edtioivheme/ or www.kumed.com. Or call 

study coordinaltor, Suzanne Porras, RN. at 913-588-3005. 

If you have questions about the rights of research patients, please call the University 

of Kansas Medical Center Human Subjects Committee at (913) 588-1240. 

THE UNIVERSITY 
OF KANSAS HOSPITAL 

KMMED 
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For Immediate Release C+dact: Bob Hallinan 
For Approval Only/Draft One 9134884246 

Wyandotte County Public Meeting Set to Discuss 
Study of a Temporary Red Blood Ceil Substitute 

KANSAS CITY, Km.- The University of Kansas Hospital and the University of Kansas 
.--.-- ._-_. _ MZdii’C63E~ ~~~~t-aiiiibe~of the-gene&public-to-discuss-the proposed --. -------. 

clinical trial for PolyHeme, a synthetic blood product designed for use in trauma patients. 

The meeting, will be 7:00 p.m. Wednesday, September 2 I,2005 at Battenfeld Auditorium 

on the southwest comer (Rainbow and Olathe Blvds.) of the University of Kansas Medical 

Center campus. 
Attendees will hear a brief overview of the proposed clinical trial and then have a chance 

to ask questions. Attendees will be asked to fill out a form expressing their views on the project. 
The University of Kansas Hospital (and partner the University of Kansas Medical Center) 

is one of a select number of Level I trauma centers in the U.S. chosen to participate in a - 
groundbreaking n&ional clinical trial to evaluate’ the &fety’and efficacy of PolyHeme@, a . . 
temporary oxygen-c,arrying red blood ceil substitute, in treating critically injured and bleeding 
patients. Under the study protocol, treatment would begin before arrival at the hospital, either at 
the scene of the injury or in the ambufance, and continue during a I2-hour post injury period in 
the hospital. 

During this study PolyhemeQ is compared to standard of care, saline (salt water) in the 
pre-hospital setting and blood in the hospital. 

--more-- 
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P o l y H e m e  @  
P a g e  2  

A t th e  si te o f th e  in jury,  hal f  o f th e  sub jects  ( l ike f l ipp ing a  co in)  rece ive  P o l y h e m e @ , 

hal f  rece ive  s tandard  ca re  (sal ine).  It is g i ven  by  e m e r g e n c y  med ica l  pe rsonne l  b e fo re  reach ing  

th e  hosp i ta l  (may  b e  u p  to  6 0  m inutes).  

..- 

U p o n  arr iva l  to  th e  e m e r g e n c y  r o o m , sub jects  rece ive  P o i y h e m e @  or  s tandard  ca re  

(b lood) .  S u b j e c ts th a t rece ived  P o l y h e m e @  a t th e  e m e r g e n c y  si te c o n tin u e  to  rece ive  P o l y h e m e @  

in  th e  hosp i ta l  ins tead o f s tandard  ca re  (b lood) .  P o l y H e m e @  is g i ven  fo r  u p  to  1 2  hou rs  o r  6  uni ts  

o fP o l y H e m e . S ta n d a r d  ca re  (b lood)  wi l l  b e  g i ven  (if n e e d e d )  a fte r  1 2  hou rs  o r  6  uni ts  o f 

0  care  (b lood)  u p o n  arr iva l  to  th e  e m e r g e n c y  r o o m . 

B e c a u s e  th e ’ p a tie n ts e l ig ib le  fo r  th is  s tudy a re  un l i ie ly  to  b e  ab le  to  p rov ide  prospect ive  

in fo rmed c o n s e n t d u e  to  th e  extent  a n d  n a tu re  o f the i r  in jur ies,  th e  s tudy wi l l  b e  c o n d u c te d  u n d e r  

fede ra l  regu la t ions  th a t a l low fo r  c l in ical  research  in  e m e r g e n c y  set t ings us ing  a n  excep tio n  f rom 

th e  r equ i r emen t fo r  i n fo rmed c o n s e n t. These  fede ra l  regu la t ions  requ i re  th e  hosp i ta l  a n d  K U M C  

to  c o n d u c t c o m m u n i ty m e e tin g s  to  in form th e  pub l i c  a b o u t p lans  fo r  th e  s tudy a n d  sol ici t  pub l i c  
. . 

c o m m e n t pr ior  to  inst i tut ional  approva l .  

Use  o f th is  p rov is ion’in  a  s tudy pro toco l  is g ran te d  by  th e  Inst i tut ional  Rev iew  B o a r d  

(IRB ) respons ib le  fo r  th e  ini t ial  a n d  c o n tin u i n g  rev iew a n d  app rova l  o f th e  research  study. S u c h  a  

dec is ion  is b a s e d  o a  th e  fm d i n g  a n d  d o c u m e n ta tio n  th a t, a m o n g s t o the r  th ings,  p a tie n ts a re  in  a  

l i fe- threatening s i tuat ion requ i r ing  e m e r g e n c y  med ica l  in tervent ion,  current ly  ava i lab le  

t reatments a re  u n p r o v e n  or  u n s a tisfactory, o b ta in ing  in fo rmed c o n s e n t is n o t’feas ib le ,  p o te n tia l  

r isks a re  r easonab le  in  re la t ion to  w h a t is k n o w n  o f th e  condi t ion,  par t ic ipat ion in  th e  s tudy cou ld  

p rov ide  a  di rect  b e n e fit to  th e  p a tie n ts enro l led ,  a n d  th e  research  cou ld  n o t b e  pract icab ly  

c o n d u c te d  wi thout  a n  excep tio n  f rom in fo rmed c o n s e n t r equ i r emen ts. 

--more - -  



PolyHeme @ 
Page 3 

The treatment under study, PolyHemeQ is a universally compatible, immediately 

available, oxygen-carrying resuscitative fluid designed for use in urgent blood loss when blood is 

not immediately available and following in the hospital where blood is available but is not 

necessarily free of certain side effects. It has been studied in trauma trials in the hospital setting. 

PolyHeme is manufactured by Northfield Laboratories Inc., of Evanston, Illinois. 

If someone: in the community would like to be excluded fi-om participating in this study, 

an “opt out” wristband will be provided at no cost. If someone in the community is involved in a 
- -- -t&ma and they axe wearing the wristbandtheylnotXplaced m tlii~I- 

regarding how to obtain the “‘opt out” wristband will be available on the KU websites: 

htto://www.kumc.l~ddulvheme/ and www.icumed.com or by calling the study coordinator, 

Suzanne Porras, R.N. at 913-588-3005. 

--. 

If you have: questions about the rights of research patients, please call the University of 

Kansas Medical Center Human Subjects Committee at (9 13) 588- 1240. 

Northfield .Laboratories is a leading developer of a temporary oxygen-carrying red blood 

cel1 substitute. Its product, PolyHeme, has been rapidly infused in cIinicP trials in sufficiently ’ 
large quantities to be considered well toterated and may be use&l in the treatment of large 

volume blood loss in trauma and surgical settings. PolyHeme requires no cross matching, 

making it compatible with all blood types, and available immediately and has a shelf life of over 

12 months. 

### 



DUI charge against Unwo6d.ntayor dismiss&d, 
Thursday,S~tembw IS,2005 

DRIVERS Private not for 

x5,: 2uooJi 
Fur niontk the~l%jnn& 
‘springs-E&v&&lle 
school. c5stticl’s’b.ond 
*ksut cah$t&e has 
been asking patrons to 
Vote Y& for Kids.” 
Althougti voter tpmout 
during Tuesday’s special 
ele@ion waq palttjf, 
district residen$s 
answered that call. 

kevin~nders;on/stsff 
Principal JeryAb& inspects thsz turf playing 
rurfac~ et +mrma !@ission South H@h 
Schod With theho&! Issue passing,a similar 

turf vdll be installed at BSHS, 

f Submit a ckslff ed a,d ,n 

‘Trial tc~ be&t for co,tqAe accused of ati&mpt on. mayor’s 
7iiisg 
‘Thursday, September .kS, 2005. 
AS next week’s trial ‘date apprcqcks,. Mkrdsvillb kayor S,tepharu’e *I I 
Eidchoff said she’js apprehemke abut sharing a $xtrtrcrom with. the 

, 

~two’indi\;iduals police and ptosqters say triqd to kill her family. 

How safe is OUT city? 
Thursday, Cjeptenibsr X5, 2005 
Looking at images of devastation along the &If Coast braugh~ grief, 

I 
Baldwin City 

sadness and a full range of emotions from people across’the country. 
From the emotions came generous offers of support from around th,e 
country. Basehor 

I 

De sot0 - I 
Sports (more...) 
OkionS What a ereat klre (Sep. 15) 
,Week f of the 21105 N&ional Football L&UC season is in the books, and 

EudQra 
i 

as I sit here wondering whether mv beloved Denver Broncos will ever ’ 
be able la bounce back from the 34-10 beatdown they suffered in south Lawrence 
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For Immediate Release Contact: Bob Hallinan 
For Appk-oval OnIyDraft One 913-588-5246 

Wyandotte County Public Meeting Set to Discuss 
Synthetic Blood Clinical Trial 

- 

KANSAS CITY, Kan.- The University of Kansas Hospital and the University of Kansas 
Medical Center have set a meeting for members of the general public to discuss the proposed 
clinical trial for PolyHeme, a synthetic blood product designed for use m trauma patrents. 

The meeting will be 7:00 p.m. Wednesday, September 21,2005 at Battenfeld Auditorium 
on the southwest comer (Rainbow and Olathe Blvds.) of the University of Kansas Medic’al 

Center campus. 

-- 

Participants will hear a brief overview of the proposed clinical trial and then have a 

chance to ask question of the leaders of this research project. Meeting participants will be asked 
to fill out a form expressing their views on the project. 

The University of Kansas Hospital (and partner the University of Kansas Medical Center) 
is one of a select number of Level I trauma centers in the U.S. chosen to participate in a 
groundbreaking national clinical trial to evaluate the safety and efficacy of PolyHemeQ a 
temporary oxygen-carrying red blood cell substitute, in treating critically injured and bleeding 
patients. Under the study protocol, treatment would begin before arrival at the hospital, either at 
the scene of the injury or in the ambulance, and continue during a 12-hour post injury period in 

the hospital. 
During this study Polyheme@ is compared to standard of care, saline (salt water) in the 

pre-hospital setting and blood in the hospital. 

--more-- 



PolyHeme @ 
Page 2 

At the site of the injury, half of the subjects (like flipping a coin) receive PoIyheme@, 
half receive standard care (saline). It is given by emergency medical personnel before reaching 
the hospital (may be up to 60 minutes). 

Upon arrival to the emergency room, subjects receive Polyheme@ or standard care 

(Mood). Subjects that received Polyheme@ at the emergency site continue to receive Polyheme@ 
in the hospital instead of standard care (blood). PoIyHeme@ is given for up to 12 houi-s or 6 units 
of PolyHeme. Standard care (blood) will be given (ifneeded) after 12 hours or 6 units of 

-------P~~P~~~;w~~~~~~r~v~h~~.~~soluti~n~~~~fi~d~i~l~~ive-standard----. 
care (blood) upon arrival to the emergency room (standard of care). 

Because the patients eligible for this study are unlikely to be able to provide prospective 
informed consent due to the extent and nature of their injuries, the study will be conducted under 
federal regulations that allow for clinical research in emergency settings using an exception from 
the requirement for informed consent. These federal regulations require the hospital and KUMC 
to conduct community meetings to inform the public about plans for the study and solicit public 
comment prior to institutional approval. 

Use of this provision in a study protocol is granted by the Institutional Review Board 
(IRB) responsible for the initial and continuing review and approval of the research study. Such a 
decision is based on the finding and documentation that, amongst other things, patients are in a 
life-threatening situation requiring emergency medical intervention, currently available 
treatments are unproven or unsatisfactory, obtaining informed consent is not feasible, potential 

risks are reasonable in relation to what is known of the condition, participation in the study could 
provide a direct benefit to the patients enrolled, and the research could not be practicably 

conducted without an exception from informed consent requirements. 
--more-- 
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PolyHerne @ 
Page 3 

The treatment under study, PolyHemeQ is a universally compatible, immediately 

available, oxygen-carrying resuscitative fluid designed for use in urgtit blood loss when blood is 
not immediately available and following in the hospital where blood is available but is not 
necessarily fkee of certain side effects. It has been studied in trauma trials in the hospital setting. 
PolyHeme is manufac@red by Northfield Laboratories Inc., of Evanston, Illinois. 

If someone in the wmmunity would like to be excluded from participating in this study, 
an “opt out” wristband will be provided at no cost. If someone in the community is involved in a 
trauma ana tlreyarev~~~~t~-they~l~o~~la~~n-theywll+ 

regarding how to obtain the “opt out” wristband will be available on the KU websites: 
httP://www.kumc.ed~oolvheme/ and www.kumed.wm or by calling the study coordinator, 

Suzanne Pork, R.N. at 913-588-3005. 
If you have questions about the rights of research patients, please call the University of 

Kansas Medical Center Human Subjects Committee at (913) 588-1240. 
Northfield Laboratories is a leading developer of a temporary oxygen-carrying red blood 

cell substitute. Its ptiduct, PolyHeme, has been rapidly infkd in clinical trials in sufficiently 
large quantities to be considered well tolerated and may be useful in the treatment of huge 
volume blood loss in trauma and surgicaI settings. PoIyHeme requires no cross matching, 
making it compatible with all blood types, and available immediately and has a shelf life of over 

12 months. 
### 



FOR APPROVAL ONLY/DRAFT ONE 

Don’t. Miss Your Chance to Learn More 
and Express Your Views About 

a Ground Breaking Clinical Trial 
Proposed for Wyandotte ,County 

7 pm Wednesday 
September 21,2005 

. 

Battenfeld Auditorium 
$outhw&t corner (Rainbow and Olathe Blvds.) of the 

University of Kansas Medical Center campus 
Park in .Olathe BoulevardGarage 

The University of Kansas H0spita.l (and partner The University of Kansas Medical 

Center) is one of a select number of trauma centers in the U.S. being asked to participate in a 
national clinical research study to evaluate the safety and efffeciveness of PolyHemeQ, an 
oxygen-carrying blood substitute, in treating critically injured and bleeding patients. 

Because the patients eligible for this study are unlikely to be able to provide 

prospective informed consent due to the extent and nature of their injuries, the study will be 
conducted under f&ml regulations that allow for clinical research in emergency settings 
using an exception from the requirement for informed consent. These federal regulations 

require the hospital and KUMC to conduct ‘community meetings to inform the public about 
plans for the study and solicit public comment prior to institutional approval. 

For more information, go to www.kumc.edu/nolvheme/ or wwwkumedcom. Or call 
study coordinator, Suzanne Porras, R.N. at 913-588-3005. 

If you have questions about the rights of research patients, please call the University 

of Kansas Medicall’Center Human Subjects Committee at (913) 588-1240. 

THE UNIVERSITY 
OF KANSAS HOSPITAL 
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New take on emergency care 
September 15,2005 

BEmall to a friend Woke your opinion 

The University of Kansas Hospital in Kansas City, Kan., is known for seeking 
out innovative advances in treating and healing those in need of medical care. 
That approach is the underlying purpose of a current project to determine 
whether area residents aplprove use of a new blood-related alternative to salt 
water for severely injured and bleeding patients. 

The alternative is 
PolyHeme, described by 
hospital officials as a 
temporary oxygen-carrying 
red blood cell substitute 
made from human blood. 

The hospital and the KU 
Medical Center would be 
partners in a clinical trial of 
the product here. Currently 
they are sampling 
community sentiment on _ 
whether to participate in 
the national study. 

KU is one of 17 or so Level I trauma centers in the nation invited to take part. 
KU has the oniy nationally accredited Level I center in the metropolitan area. 

The goal of the experiment here would be part of an effort by Northfield 
Laboratories, Inc., Evanston, Ill., which developed PolyHeme, to obtain 
approval of the Food and Drug Administration for its general use. 

A public meeting on the proposed trial will be at 7 p.m. next Thursday in the 
General Education Building at Johnson County Community College. Forms will 
be available for those who want to express their views on the undertaking. 

PolyHeme is produced, according to Northfield and KU officials, this way: 
Hemoglobin is extracted from human red blood cells and filtered to remove 
impurities. The hemoglobin is then chemically modified to create what scientists 
call a “polymerized” form of hemoglobin. The modified product is combined with 
other chemicals present in human bodies to form PolyHeme. 

The polymerization process is used, officials said, to “eliminate the undesirable 
effects historically assodated with hemoglobin-based blood substitutes . ..I’ 
Those include increased blood pressure and kidney or liver damage. In some 
cases the body-threatening substitutes were created from nonhuman blood. 

L&./l..".".. ,..,'...a nClM/";to./"P1,," r. GTI%PW&~~ <3113111RrRRn=l4CO~PAC1=4h1~A~.nt i 9/l h/3.005 
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subsequent treatment. The geographical area would be northeast Johnson 
County, which is served by Johnson County Med-Act. 

On a random basis, half of patients would receive PolyHeme and half standard 
care, which is the saline solution. After reaching the emergency room the 
patients would receive more PolyHeme or blood. 

Ted McFarlane, chief of emergency medical services in Johnson County, 
estimated that, based on the criteria of the program, one or two patients a year 
would receive the new product. 

McFarlane said, as he understands the product, the trial cases in other places 
have had a satisfactory outcome. 

PolyHeme, officials said, is compatible with all blood types and thus does not 
require cross-matching. 

Northfield contends the use! of PolyHeme in massive blood loss is superior to 
$alt water because its product carries oxygen to vital organs and may restore 
sufficient circulating levels of hemoglobin to improve the potential for survival. 
Saline solutions do not carry oxygen. 

hyone who would not want to participate in the trial could obtain an “opt out” 
tistband from KU. Information is available at www.kumed.com or 
Jvww.kumc.edu/polyhemel. The telephone number is 588-1240. 

4n Independent Data Monitoring Committee, with a membership of medical and 
statistical experts, was desiignated to check the results. The committee, 
according to information distributed by KU, reviewed safety data on mortality 
and serious adverse effects from the study after the first 60,120 and 250 
Mtients in other places were involved. After following their progress for 30 days 
:he committee recommended the study proceed. 

&search on a product with the characteristics of PolyHeme was conducted by 
he U.S. Army affer the Vieltnam War. The military was seeking a product that 
zould be used in massive quantities on the battlefield. Early development was 
Insatisfactory because of impurities. The filtration process for PolyHeme is 
ntended to avoid such problems. 

2ny experiment has its risks and should be weighed carefully. That is why 
runty officials and the public should make an effort to study this proposal. 

9TIle Johnson County Sun 2005 
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Local trauma patients may take part in research trial 

ByJOHN 
RICH~IEh 
Times Staff 
Writer 

presenting 
information 
about a 
blood 
substitute 
before the 
runty 
COmmiSSiOn, 

officials 
involved in 
astudyat 
an area 
hospital (‘Dies photo/John Rlchmeier) Dr. Michael Moncure, let?, reviews a 
seemed PolyHeme study with county commissioners Monday at the Leavenworth 
pleased. County Courthouse. Included in the audience were officials from 

Leavenworth County EMS and Leavenworth city government. 
“We didn’t 
hear any negative comments today,” said Dennis McCulloch, director of public and 
government relations for the University of Kansas Hospital. 

The hospital and the University of Kansas Medical Center are partnering for a research 
trial of PolyHeme, which is described as a temporary oxygen-carrying red-blood-cell 
substitute made from human blood. 

They’re looking for community approval to include Leavenworth County in the study. 

If this happens, some trauma patients may begin receiving PolyHeme from Leavenworth 
County EMS. 

The treatment would continue at the University of Kansas Hospital. 
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Dr. Michael Moncure, the hospital’s principal investigator for the trial, went over 
PolyHeme and the study for the county commissioners. 

In the audience were officials from Leavenworth County EMS, the county health 
department and the Leavenworth city government. 

At the end of the meeting, County Commission Chairman Clyde Graeber said he wanted 
’ to run the matter by the county counselor. * 

Graeber said he wanted to determine if the county would be opened up to any liability if 
patient A receives PolyHeme and patient B doesn’t as part of the study. 

Leavenworth Mayor Lisa Weakley suggested a presentation about the study be made 
during a meeting of the city commission, which would be televised on local cable. 
McCulloch said someone could be available for a presentation. 

Officials from the University of Kansas Hospital and KU Medical Center also held a 
meeting on the study for the public Monday evening in Leavenworth, 

During the meeting with county commissioners, Moncure said one of the important 
things to know about the study is that it will be conducted with an exception to an 
informed consent. 

This means emergency medical workers will not have to obtain permission to start 
giving PolyHeme to a trauma patient. 

There are means for somebody to opt out of the study in advance. 

McCulloch explained at the county commission meeting that patients meeting the 
criteria for the study probably aren’t going to be in any shape to go through and sign and 
initial a multi-page consent form. 

As Moncure explained, the current standard of care for trauma patients at the scene is 
salt water. They don’t receive blood until arriving at the hospital. 

Salt water doesn’t carry oxygen. And without oxygen organs stop functioning, Moncure 
said. 

Not all trauma patients may meet the criteria needed for participation in the study. 

And not all patients meeting the criteria will receive PolyHeme. 

Moncure said half will receive salt water as part of a control group, 

He described the :procedure for determining which patients receive PolyHeme and which 
ones don’t as being like a coin toss. 

People eligible for the study will include those who have lost a large amount of blood 
and are in shock, are at least 18 years old and have suffered severe injuries. 
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People who will be excluded include those who are obviously pregnant, have severe 
brain injuries, require CPR to maintain their heartbeat, have “uusurvivable” injuries, 
object to blood transfusions and are known to refuse resuscitation. 

Moncure said only the patients who are transported directly to the University of Kansas 
Hospital, either by helicopter or ground ambulance, would be included in the study. 

Those who are firs.t taken to a hospital such as Saint John or Cusbing would not be 
included. 

McCulloch said onIy Kansas counties in the area are being included in the study. 

In fact, if emergency medical personnel believe a patient is from Missouri, he or she will 
be excluded from the study. 

Moncure said PolyHeme, which is produced by Northfield Laboratories, Evanston, Ill., 
is made from blood from blood banks that is about to be thrown out. 

“This is currently being used in Iraq and other theaters as well,” Moncure said of 
PolyHeme. 

The trial at the University of Kansas Hospital will be part of a nationwide study 
involving 720 patients. 

If the University of Kansas Hospital gets 20 people for its study, Moncure said he would 
be happy. 

He said the hospital could start its trial as early as October. 

County Commissioner Dean Oroke first raised the issue of liability. He asked how it 
would be explained to a family of three injured people why they all didn’t receive the 
same treatment. 

Graeber later said he couldn’t speak for residents in the city of Leavenworth only county 
residents who live outside of city limits. 

McCulloch said if the county ambulances are authorized to participate, the hospital will 
probably go forward with the study in the county. 

At the end of the meeting, he said if officials are overwhelmed with negative comments, 
they may not be comfortable with going forward with the study in the community, 

County Commissioner Don Navinsb asked Interim EMS Director Jamie Miller if he 
thought the program was a positive or negative. 

Miller said he thought it was very positive. He said EMS has been looking for an 
oxygen-delivery device. 

“Hopefully this is the new horizon for EMS,” he said. 
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Health Department Director Sylvia Bums said she also sees it as being very positive. 

People who want to opt out of the study can obtain a wristband to indicate they don’t 
want to be included. 

Information on how to obtain wristbands is available on Web sites for the hospital and 
KU Medical Center: www.kumed.com and www.kumc.edu. 

One also can call study coordinator Suzanne Porras at (913) 588-3005. 

Board Dlans speciaJ retreat 

The Lansing School Board will start developing a new strategic plan for the 
district during a special retreat from 8 a.m. to noon Saturday at Sallie Zoll 
School. 

I,ca1t u J o ra ma Datients mavtakeDart in research tria 

After presenting information about a blood substitute before the county 
commission, officials involved in a study at an area hospital seemed 
pleased. 
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7 p.m., Monday, September 26,2005 

Riverfront Convention & Community Center 
Riverview Room 

I23 Esplanade, Leavenworth, Kansas 

The Universir/ of Kansas Hospital, in partnership with The Un’krsiy 
of Kansas Medical Centet, is one of a select number of U.S. trauma 

.----cenreRb~~~~“~i~~irrarrr;RiUrratclinr~r~~~~------------ -L--.. 

study to evaluate the safety and effectiveness of PolyHemeY 
* an oxygen-carrying blood substitute, in treating critically injured 

and bleeding patients. 

Because patients eligible for this study are unlikely to be able to 
provide prospective informed consent due to the extent and 
nature of their injuries, the study will be conducted under federal 
regulations that allow for clinical research in emergency settings 
using an exception from the requirement for informed consent 
These federal regulations require the hospital and KUMC to conduct 
community meetings to inform the public about plans for the study 
and solicit public comment prior to institutional approval. 

Par more information, go to wwrkumcedulpolyhemel or 
~~kumedxom. Or call study coordinator, Suzanne Porms, RN, at 
913~SBB-3005. 

If you have questions about the rights of research patients, please 
calI the University of Kansas Medical Center Human Subjects 
Gmmittee at 9 13-S@- 1240. 
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Kansas Counties to Test Synthetic Blood 
The Associated Press 
Tuesday, October 4,2005; 7:41 PM 

LAWRENCE, Kan. -- Four Kansas counties are part of a national study that 
will test a new synthetic blood on critically injured trauma victims. 

University of Kansas Medical Center researchers are participating in the 
Food and Drug Administration trial with patients traveling by ambulance to 
the hospital from Douglas, Johnson, Wyandotte and Leavenworth counties. 

Emergency medical technicians are currently only allowed to give severely 
bleeding accident patients a saline solution, which can’t carry oxygen to the 
body. The substitute, PolyHeme, carries oxygen to the body like real blood 
and doctors say it can draImatically increase trauma victims’ chances for 
survival. 

“There are not many times we who are involved in trauma do something that 
is truly landmark, that changes entirely what we do,” said Dr. Michael 
Moncure, the University of Kansas physician overseeing the study, which is 
being undertaken in 2 1 hospitals nationwide. 

Half of participating patients will be given PolyHeme, the other half the 
traditional saline solution. 

The FDA has allowed a rare exception for this trial to waive consent before 
subjecting patients to clinical trials because trauma victims generally can’t 
give consent. Individuals not wanting to participate can wear a blue opt-out 
bracelet. 

While some critics say using an experimental treatment on accident victims 
unable to give their consent is unethical, Mark Bradford, deputy chief of 
Lawrence-Douglas County Fire and Medical, said little opposition has 
developed. 

Still, University of Kansas researchers plan to host a public meeting in the next week to gain additional 
support for the project. 

Information from: Lawrence Journal-World, httu://www.liworld.com 

0 2005 The Associated Press 
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Four Kansas Counties to Test Synthetic Blood 
Oct4,2005,02:04PM 

UIWREVCE, Kan. (AP) - Four Kansas counties are part of a national study that will test a new synthetic blood 
on crtttcetiy injured trauma victbns. 

University of Kansas Medical Center researchers are participating in the Food and Drug Administration trial wtth 
patients traveling by ambulance to the hospital from Douglas, Johnson, Wyandotte and Leavenworth counties. 

Emergency medical technicians are currently only allowed to give severely bleeding acddent patients a saline 
solution, which can’t carry oxygen to the body. The substitute, PolyHeme. carries oxygen to,the body like real . 
blood and doctors say tt can dramaticalty increase trauma victims’ chances for survival. 

“There are not many times we who are involved in trauma do something that is truly landmark, that changes 
entirety what we do,” said Dr. Michael Moncure, the University bf Kansas physician overseeing the study, which 
is being undertaken in 21 hospitals nationwide. 

Half of partbztpattng patients will be given PolyHeme, the other half the traditional saline solution. 

.--- __ ~e-F~A-has-allod.a-~re-exceptiql-to.waive~nsent-before-subjecting patients to-clinical tdals.~--- 
because trauma victims generalty can’t give consent. Individuals not wanting to participate can wear a blue opt- 

---..- 

out bracelet c 

While some critics say using an experimental treatment on accident victims unable to give their consent is 
unethical, Mark Bradford, deputy chief of Lawrence-Douglas County Fire and Medical, said little opposition has 
developed. 

Still, University of Kansas researchers plan to host a public meeting in the next week to gain additional support 
for the project. 

lnfortnation from: Lawrence Journal-World, httu:Ivwfw.l’iorld.com 

Copyright 2005 by The Associated Press. All Rights Reserved. 

Nl amtent Q CopyrigM 2001- 2005 WoddNti and KClVT yy Respmd. 
For more information on this ske, p!ease read our Pdvacv Polg Jems o Service. 



Douglas County wants to test synthetic blood Page 1 of 2 

Douglas County wants to test synthetic btood 
Tuesday, October 4,2005 

Synthetic blood may be on its way to ambulances serving Douglas County. 

Officials with Lawrence-DougIas County Fire & Medical have approved their participation in a clinical 
trial that would use the product to treat critically injured trauma victims. 

Researchers with the Kansas University Medical Center, who are spearheading the trial, plan to host a 
public meeting in the next week to gain support for the project, which scientists said could dramatically 
increase trauma victims’ chances for survival. 

“There are not many times we who are involved in trauma do something that is truly landmark, that 
changes entirely what we do, ” said Dr. Michael Moncure, the KU physician who is overseeing the study. 

KU is one of 21 study sites across the country involved with the Food and Drug Administration trial of 
, PolyHeme, a blood substitute manufactured by Northfield Laboratories in Evanston, Ill. 

a So far, three other counties - Johnson, Wyandotte and Leavenworth - have signed on to use 
PolyHeme through the KU portion of the study. 

Currently, emergency medical technicians at an accident site are only allowed to give trauma patients 
who am bleeding severely a saline solution, which can’t carry oxygen to the body. Blood transfusions 
are unpractical in the fiel.d, in part because of diffxculty matching blood types and the availability of 
blood. 

PolyHeme allows for oxygen transport in severely wounded patients, increasing their chances for 
survival. 

In the trial, half of patients in the field would be given PolyHeme, while the other would continue 
receiving the saline solution. 

The trial would affect only patients being transported to the University of Kansas Hospital. Patients 
receiving PolyHeme at tlhe scene and in an ambulance would continue to receive it for up to 12 hours 
after treatment begins. 

The FDA generally requires individuals to consent before subjecting them to clinical trials. But since 
trauma patients generally can’t give that consent, the FDA has allowed a rare exception for this trial. 

Instead of individual consent, KU will seek community support for the project in the counties involved. 

a 
That will mean meetings with emergency personnel, government leaders and the public. 

Individuals not wanting to participate can wear a blue opt-out bracelet. 

Mark Bradford, deputy chief of Lawrence-Douglas County Fire & Medical, said county medical 
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